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Pharmacy 
and Poisons Legislation 
of a Canadian Province 


By C. WALKER 


Ontario's New Act Combines a Professional One for Pharmacists and Legis- 
lation on Drugs and Poisons Sales. The Author, a Solicitor in the Pro- 
vincial Department of Health, Views Legislative Machinery to Implement It 


HE PHARMACY ACT, 1953, was enacted at the session of the 

Ontario Legislature held this spring. The act was designed, among 
other things, to revise and clarify the existing legislation known as the 
Pharmacy Act, Revised Statutes of Ontario 1950, Chapter 276. 

For convenience of reference, the new act was divided into four 
parts, namely: Part I—the professional act for pharmacists; Part I] 

the sale of poisons and drugs; Part I1l—offenses and penalties ; and 
Part 1V—repeal and commencement. 

This article is simply a discussion of some of the legislative prin 
ciples involved from the standpoint of the mechanics of legislation. 
For detailed reference recourse should be had to the act itself. For 
convenience, a digest of that part of the act relating to the sale of 


poisons and drugs appears at the end of the article. 


Preliminary Observations 


(1) Treatment of the Subject-—It may be observed at the outset 
that the writer has, for some years past, from time to time been en- 


5 
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gaged in the preparation of legislation of various kinds and, thus the 
legal mechanics of this legislation was a matter of some academic 
interest quite apart from any official concern with the preparation of 
the legislation. Accordingly, throughout the article some emphasis 
has been placed upon what is sometimes described as the mechanics of 
legislation. 


While the Pharmacy Act, 1953, is the basis of this article, an 
endeavor has been made to treat the subject in a general way so that 
comments on the legislative machinery would be applicable in sim- 
ilar situations without geographical limitation. Further, it may be 
stated that the task of the draftsman is to design legislation that will 
meet the exigencies of the particular situation and to do so on occa- 
sion requires exhaustive and precise examination of the problem. The 
doctor must diagnose before prescribing, and the architect must study 
and analyze before building the hospital. 

The following two statements are quite often referred to by those 
engaged in legislative drafting: 


[1] It might be well to warn the draftsman that in his case virtue will, for 
the most part, be its own reward, and that after all the pains that have been 
bestowed on the preparation of a bill, every Lycurgus and Solon sitting on the 
back benches will denounee it as a crude and undigested measure, a monument 
of ignorance and stupidity. Moreover, when the bill has become law, it will 
have to run the gauntlet of the judicial bench, whose ermined dignitaries delight 
in pointing out the shortcomings of the legislature in approving such an imperfect 
performance. [Lord Thring, Practical Legislation, page 8.] 

[2] that degree of precision which is essential to everyone who has 
ever had, as I have had on many occasions, to draft Acts of Parliament, which, 
although they may be easy to understand, people continually try to misunderstand, 
and in which therefore it is not enough to attain a degree of precision which a 
person reading in good faith can understand; but it is necessary to attain i 
possible a degree of precision which a person reading in bad faith cannot mis 
understand. [Stephen, /., In re Castioni (1891) 1 Q. B. 149, at page 167.] 


(2) The Food and Drugs Act (Canada).—It will be remembered 
that a paper delivered by Mr. R. E. Curran, Q. C., Legal Adviser, 
Department of National Health and Welfare, Canada, appeared in the 
Foop Druc Cosmetic Law JourNAL of November, 1952. Mr. Curran’s 
article dealt with the Food and Drugs Act (Canada) then under con 


sideration by the Parliament of Canada. In a sense, this article is 


complementary to that article, inasmuch as it touches upon the provin 


cial aspects of the sale of drugs. 


(3) Federal and provincial jurisdictions—In Canada, as in the 


United States, the question of jurisdiction arises in relation to the 
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activities of the federal government and those of the provincial govern- 


ments. 
In this connection it will be remembered that Mr. Curran stated: 


The important features of the act, and, indeed, of any food and drugs act, 
relate to what are usually described by the expressions “adulteration and mis 
branding,” “regulatory powers, including the authority to prescribe standards,” 
and “provisions for enforcement.” 


” 4 


In the provincial field the pharmacy and poisons legislation deals 
largely with the regulation of the sale of drugs and poisons from the 
standpoint of toxicity of the substances with a view to exerting some 
reasonable supervision over the sale where such supervision is indi 
cated. 

(4) Part 111 of the act—Penalties.—For the purposes of this article 
no comment is made on this part of the act, except to say that a dis 
tinction has been made between offenses involving the unauthorized 
sale of habit-forming drugs and the other offenses covered by the 
act. 

(5) Part IV of the act—Repeal and commencement.—lt should be 
noted that the act comes into force upon proclamation. The act has 


not been proclaimed at the date this article is written. 


History of Legislation 


Early statutes —The first pharmacy and poisons legislation, as it 
is known today, was passed in 1871. However, there was legislation 


dealing with the sale of poisons prior to that time 


One early statute is entitled “An Act respecting the sale of 


Strychnine and other poisons.” This act provided in part as follows: 


1. No apothecary, chemist, druggist, vendor of medicines or other person 
in this Province, shall sell or deliver any arsenic, corrosive sublimiate [sic], 
strychnine, or other poison, mineral or vegetable, simple or composite commonly 
known as deadly poison, (or which being incautiously or secretly administered 
may cause immediate death), to any person who does not then produce and 
deliver a certificate or note from some Physician or Surgeon, or some Priest or 


Minister of religion, resident in the locality 

This last-mentioned statute makes reference to an earlier statute, 
indeed possibly the earliest, entitled “An Act to prohibit the use of 
Strychnine and other poisons for the destruction of certain kinds of 


wild animals.” 
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This act included the above-mentioned provision and in addition 


recited and provided as follows: 

Whereas there are parties who are in the habit of using Strychnine and other 
deadly poisons, as a substitute for the ordinary means of ensnaring or killing 
foxes, riartens and other wild animals, in the forests and cther parts of this 
Province, without regard to the destruction. thereby caused among domestic 
animals, which have been found dead in great numbers, wherever such poisons 
have been used for the purpose aforesaid; And Whereas in addition to the mis- 
chief above mentioned, the practice aforesaid tends to the total destruction of 
various species of wild animals, the fur whereof forms an important article in 
the trade of the Province: Be it therefore enacted . . . That no person shall 
use any strychnine or other poison of any kind, mineral or vegetable, commonly 
known as deadly poison, as a means of killing or catching any fox, marten, or 
other wild animal of any kind, or shall place any such poison, whether concealed 
in food or otherwise, in any place where it may be found by any such wild 
animal. 

Pharmacy Act of 1871—The Pharmacy Act of 1871 is the original 
legislation on the subject for the province. Section 1 of that act pro- 
vided in part as follows: 

it shall be unlawful for any person to sell or keep open shop for 
retailing, dispensing, or compounding poisons, or to sell or attempt to sell any 
of the articles mentioned in Schedule “A” of this Act, or to assume or use the 
title “Chemist and Druggist,” or “Chemist” or “Druggist” or “Pharmacist or 
Apothecary” or “Dispensing Chemist or Druggist” in any part of the Province 
of Ontario, unless such person shall be registered under this Act. 


Section 2 of the act provided that the several articles named or 
prescribed in Schedule “A” should be deemed to be poisons within 
the meaning of the act. Power was given to amend the schedule from 


time to time. 
Section 20 of the act provided in part as follows: 


20. <Any person registered under this Act, and no other, shall be entitled 
to be called a “Pharmaceutical Chemist”; and no other person except a Phar- 
maceutical Chemist as aforesaid, or his employee or employees, shall be authorized 
to compound prescriptions of legally authorized medical practitioners 


Comment.—The Act of 1871 established the basis of pharmacy 


and poisons legislation in the Province and established some of the 


basic principles found in succeeding acts, including the act under 
discussion. 

Some basic principles of pharmacy and poisons legislation —The basic 
principles established by the Act of 1871 were: 

(1) Qualification and registration of this professional group. 

(2) Specification of the professional titles reserved for persons 
registered under the legislation, as well as the prohibition of the use 
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of such titles as “druggist” “apothecary” and others by unregistered 
persons. 

(3) Specification of the professional field of activity reserved for 
registered persons as: (a) persons legally authorized to compound 
prescriptions of medical practitioners; and (b) authorized sellers of 


poisons. 
Legislative Machinery 


Turning now to the Pharmacy Act, 1953, and to the legislative 
machinery of pharmacy and poisons legislation generally, it may be 
observed that the act is in fact two acts. These two acts are (1) the 
professionaP act for the pharmacists and (2) legislation relating to 


the sale of drugs and poisons. 


It will be noted that Parts I and II of the act, in effect, recognize 
the two acts and, accordingly, it is proposed now to deal with these 


parts of the legislation. 


Part 1—The professional act for the pharmacists ——The provisions of 
this part are essentially the same as any other professional or state- 
register act—for example, acts relating to medical practitioners, den- 
tists, lawyers, optometrists and similar groups. These professional or 
state-register acts provide for the establishment of a governing board, 
either elected by the persons registered under the relative act or 
appointed by the lieutenant-governor-in-council, and provided for the 


qualification and registration, as well as the discipline of the practi- 


tioners concerned. 


In this connection it may be observed that the primary purpose 
of all professional or state-register acts is to enable the public to dis- 
tinguish between the qualified and the unqualified. In carrying out 
this purpose, all professional or state-register acts provide for a given 
title for the registered persons and prescribe in most cases a defined 
field of activity. When a person holds himself out as a pharmacist, 
medical practitioner, dentist, lawyer or professional engineer, the pub- 
lic is assured that they are dealing with a person who is qualified to 
perform the particular professional services required of him. 


In accordance with the established principles, the professional 
part of the Ontario pharmacy legislation establishes appropriate ma- 
chinery in respect of the pharmacist, designates the professional titles 
and prescribes the professional field of activity. 
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Professional titles——As mentioned heretofore, the legislation au- 
thorizes registered persons to use the titles designated by the act. In 
this regard Section 30 provides: 


30. No person other than a pharmaceutical chemist shall, 
(a) assume or use the title, 
(i) chemist and druggist, 
(ii) chemist, in connection with a retail business, 
(iii) druggist, 
(iv) pharmacist, ’ 
(v) pharmaceutical chemist, 
(vi) apothecary, 
(vii) dispensing chemist, o1 
(viii) dispensing druggist; or 
(b) use the designation, 
(i) drug store, 
(ii) drug sundries, 
(iii) pharmacy, 
(iv) drug or drugs, or 
(v) medicines; or 
(c) use any sign or emblem, title or advertisement that implies or is calcu 
lated to lead the public to infer that he is registered as a pharmaceutical chermist 
under this Act 


Professional field of activity—In respect of the professional field 


of activity of persons registered, the Act of 1871, as mentioned,.estab 


lished the basic principles. These principles have been carried forward 
in succeeding acts and are found in the Pharmacy Act, 1953, with 


additions and modifications. 


; : are fini 

Sections 35 and 36 prov ide: 

35. No person or corporation shall keep open or operate a pharmacy unless 
it is under the personal supervision of and is managed by a pharmaceutical 
chemist. 

36.—(1) Except as otherwise provided in this Act or the regulations, no 
person other than a pharmaceutical chemist shail, 

(a) keep open shop for retailing, dispensing or compounding any poison or 
drug; or 

(b) sell, offer for sale or keep for sale, by retail any poison or drug; or 

(c) dispense or compound prescriptions of legally qualified medical practi 
tioners, dentists or veterinary surgeons. 

(2) Clauses b and c of subsection 1 do not apply to an apprentice registered 
under this Act when acting under the supervision of a pharmaceutical chemist 
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The word “pharmacy” is defined as follows: 
“pharmacy” means a shop operatod for the purpose ot 

(i) selling by retail poisons or drugs, 

(ii) compounding and dispensing prescriptions of legally qualified medical 
practitioners, dentists and veterinary surgeons. 

It will be remembered that the original act designated the phar- 
macist as an authorized seller of poisons, and if the word “poison” is 
used synonymously with “drugs,” it will be seen that in this respect 


this principle has been preserved practically intact. 


General observations on the professional field of activity of the phar 
macist—The pharmacy legislation is somewhat unique inasmuch as 
the professional field reserved for the pharmacist is associated to a 
large degree with the sale of merchandise and, accordingly, has a sig 
nificant commercial aspect. True, the dentist and the optometrist sell 
articles that might be described as merchandise, but somewhat inci 


dentally to their other professional activities. 


Consideration of the history of the legislation indicates that one 


of the important professional functions of the pharmacist in the medi 


cal field has been the compounding and dispensing of prescriptions 


of medical practitioners. In this respect the pharmacist in a measure 
is like the optician in that he compounds and dispenses prescriptions 


of medical practitioners. 


In addition, the pharmacist is an authorized seller of poisons in 
the broadest sense, whether the poisons are classified as medicinal, 
habit-forming or of any other character. Historically, it would appear 
that the pharmacist was originally authorized to sell poisons by reason 
of their toxicity and not simply by reason of the fact that abuse might 


arise as a result of self-medication. 


Part 11—Sale of drugs and poisons —Having dealt with that part 
of the act relating to the profession of pharmacy, it is now proposed 
to turn to Part II, relating to the sale of drugs and poisons. As men- 
tioned previously, the provisions of Section 36 restrict the sale of 
drugs and poisons to pharmacists, and from the draftsman’s stand 
point and in the light of the foregoing restriction, it is essential to 
propound a satisfactory and specific definition of drugs and poisons. 


“Poisons” defined.—Dealing first with the definition of poisons, it 
may be mentioned that a number of definitions were considered, but 
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none emerged which were satisfactory for the purposes of the legisla- 
tion. 

The medical or descriptive definitions were at first considered. 
In this regard one definition considered was: “. . . ‘poison’ means any 
drug or chemical or compounds thereof which are a danger to health 
or human life.” 

Other definitions of a somewhat similar character were also con- 
sidered, but upon inquiry it was found that such a definition might 
well, under certain conditions, include water and a host of other ordi- 
narily innocuous substances. 

Theoretically, at least, the result of the adoption of the principle 
would be that any unregistered person selling water or other ordi- 


narily innocuous substances would be breaking the law and subject 


to a penalty. From the standpoint of legislative drafting the intro- 
duction of such a principle would, of course, be iniquitous. 

The writer was informed that one expert stated that it was im 
possible to define “poison.” 

After lengthy consideration it was decided to define “poison” by 
reference to schedules containing a list of substances. The following 
definition was considered : 

“poison” means 

(a) a substance, or 

(b) a preparation containing substances mentioned in Schedule A. 

After due consideration the following definition was adopted for 
the purposes of the act: 

“poison” means 

(i) any substance referred to in Schedule A, 

(ii) any preparation referred to in Schedule A, or 

(iii) where no preparation is referred to in Schedule A in respect of any sub- 
stance in the Schedule, any preparation containing such substance. 

The method of defining by reference to a schedule has much to 
commend it by reason of the fact that you say what you mean and you 
mean what you say, and the whole matter is dealt with clearly and 
precisely. 

“Drugs” defned.—Some difficulty presented itself with regard to 
a definition of “drugs,” and again it did seem essential to propound a 
clear and precise definition. 

Consideration was given to adopting the same formula as that 
adopted in respect of poisons. However, consideration indicated that 
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such a definition would not be feasible, and the following definition 
was adopted: 

“drug” means any substance, 
(i) that is named in the latest edition from time to time of the British Pharma- 
copoeia, British Pharmaceutical Codex, Pharmacopoeia of the United States of 
America, National Formulary, New and Nonofficial Remedies, Canadian Formu- 
lary, Codex Francais and Pharmacopoea Internationalis, and any preparation con- 
taining any such substance, and 
(ii) that is offered for sale or sold for the prevention or treatment of any ailment, 
disease or physical disorder, 
but does not include any such substance or preparation offered for sale or sold as, 
or as part of, a food, drink or cosmetic or for any purpose other than the preven- 
tion or treatment of any ailment, disease or physical disorder. 

It wil be noted that the definition is very broad in character. 
However, extensive exemptions were included in the act, and in addi 


tion a free list was added as a schedule. 


Habit-forming drugs.—The social problem involved in the use of 
habit-forming drugs is outside the scope of this article. However, 
some comment on the legislative provisions that might be propounded 
to deal with problems arising in this regard may be of interest. 


In 1937, provisions were introduced into the Ontario pharmacy 
legislation whereby a special schedule was established and appended 
to the act. The schedule listed some habit-forming drugs, and pre 
scriptions were required before the drugs could be sold. The vendor 
was required to keep a record of the sales of the drugs included in the 
schedule, and authority was given to require the prescriber and the 
vendor to furnish a report in respect of the substances purchased, sold 


or prescribed. Where it appeared that any prescriber or vendor had 


sold or prescribed an excessive, unreasonable or improper amount of 
the substance or neglected to keep records, provision was made for 
report to the disciplinary committee of the relative professional group. 
The foregoing provisions have been carried forward into the new act. 


The writer is not directly concerned with the actual administration 
of these provisions. However, they would appear to have commend 
able features and theoretically, at least, should operate satisfactorily. 

There is one aspect of this legislation insofar as it relates to habit- 
forming drugs which may justify some comment. That is the matter 
of administration and enforcement. 


In Canada, opium and narcotic drugs are covered by the Opium 
and Narcotic Drugs Act (Canada), an act which is administered by 
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the federal government. Barbiturates and similar habii-forming drugs, 
however, are not included in that act, and the actual administration 
of the provisions relating to the prescribing and sale of these sub 
stances comes within the purview of the pharmacy act. 

\s mentioned above, the social problem involved is outside the 
scope of this article. Although the writer does not profess to be an 
authority on the subject, it may well be that with the passage of the 
years the social problem involved will become a matter of consequence 
It may be necessary in future, therefore, to consider additional legis 
lative machinery. Any scheme of legislation might involve the adop 
tion of such established principles as education, arrangements for 


treatment where indicated, and provisions of a similar character 


Comments on Drugs for Animals 
and on Poisons in Trades 
lt appears that certain acids are used in trades, and certain poi 
sons and drugs are in general use in agriculture. Accordingly, some 
speculation on the legislative machinery in relation to these two sub 
jects might be of interest from a drafting standpoint. 
So far as the writer is aware, no similar legislation exists and the 


undermentioned comments are purely of academic interest. 


Drugs for farm animals.—As stated at the outset, historically, 
pharmacy and poison legislation relates to (a) the training, qualifica 
tion and registration of pharmacists; (b) the compounding and dis 
pensing of prescriptions of medical practitioners; and (c) regulation 


of the sale of poisons designating the pharmacist as an authorized 


seller of poisons. 

Having in mind that pharmacy and poison (drug) legislation is 
associated in the medical field with human ailments and is the respon 
sibility of the public-health branch of provincial government, it seems 
appropriate that the part of the legislation relating to requirements of 
agriculture and the health of animals generally should be placed under 
the agricultural branch of the provincial government for administration. 

Since barbiturates and other habit-forming drugs have a social sig 
nificance and, further, they do not appear to have any widespread 
use in agriculture, it would seem desirable to except those drugs from 
legislation dealing with animals. 

Provisions relating to drugs for animals could be included as a 
separate part of pharmacy legislation or alternatively included as a 
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part of some of the agriculture legislation. For the purpose of legis 
lation of this nature, the following provisions might be considered: 


Definition of “drug.”—Drug” means any substance, (other than 
barbiturates or similar habit-forming drugs) or mixtures of substances 
that may be used for or is represented for use in (i) the diagnosis, 
treatment, mitigation or prevention of a disease, disorder, abnormal 
physical state, or the symptoms thereof in animals, (ii) restoring, cor 
recting or modifying organic functions in animals; and “owner” 


includes a person having the care and custody of animals. 


Main principle —0.(1) Notwithstanding any provisions of this act. 
the agricultural branch may make regulations authorizing persons or 
classes of persons not otherwise authorized by this act to (a) com 
pound or dispense, (b) sell or offer to sell, or (c) compound or dis 
pense prescriptions for, drugs for the treatment of animals. 


(2) Whenever regulations are made in that behalf, the sale, offer 
ing for sale, compounding or dispensing referred to in subsection | 
shall be subject to the conditions of sale prescribed by the regulations 


Regulations.—The agricultural branch may make regulations (a) 
governing, regulating and restricting the sale of drugs and prescribing 
the conditions of sale, including (i) the labeling of containers, (11) 
the keeping of records of sale, and (iii) requiring prescriptions of per 
sons designated by the regulations as a condition of sale; and (b) 
designating the persons or classes of persons authorized to sell drugs 


by retail to the owners of animals. 


Poisons in trades.—\t appears that there are a number of sub 
stances in general use in the building and other trades which are 
included in the usual pharmacy poison list. Evidently the number of 


those substances is not great, but some of the substances are in wide 


spread use. Some variation of the undermentioned legislative machin 


ery might be considered in this regard. 


The scheme of any draft legislation might roughly take the fol 
lowing form: (a) Regulations would be authorized designating cer 
tain groups of merchants who could be authorized by municipalities 
to sell designated acids and other substances under conditions pre 
scribed by the regulations; and (b) the regulations respecting the sale 
of poisons by these locally authorized sellers would be administered 


by local public-health agencies. 
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In this regard the following provisions might be considered : 


Main principle-—0.(1) Regulations may be made authorizing the 
sale of such poisons, in territory without municipal organization or 
in municipalities, by such persons or classes of persons not otherwise 
authorized by this act in accordance with such conditions as may be 


prescribed by the regulations. 


(2) Where the regulations have been made for the purposes, a 
municipality may pass bylaws, upon the recommendation of the board 
of health of the municipality, governing and licensing persons or 
classes of persons in the municipality to sell poisons. 

Regulations.—Regulations may be made designating the persons 
or classes of persons not otherwise authorized who may sell poisons by 
retail to the public and prescribing the conditions for sale. 


Administration.—The local boards of health of municipalities shall 
superintend and ensure the carrying out of the regulations. [The End] 


Short Summary of Part Il of Act 
Relating to Sale of Drugs and Poisons 


Exemptions from the act—Certain matters are specifically exempted from the 
operation of the act. 

In this regard, Section 2 provides in part as follows: 

“2. Nothing in this Act, 

“(a) prevents or interferes with the sale or distribution of drugs to owners 
of animals or birds under any Act of the Parliament of Canada; 

“(b) prevents a person from selling or affects or interferes with the sale by 
any person of, 

“(i) any medicine registered under the Proprietary or Patent Medicine Act 
(Canada), 

“(ii) any substance registered under the Pest Control Products Act (Canada) 
and sold in accordance with the provisions thereof, 

“(iil) any feeding stuffs registered under the Feedings Stuffs Act, 1937 
(Canada); R. S. O. 1950, c. 276, s. 44, amended. 

“(i) interferes with the business of wholesale dealers in supplying poisons in 
the course of such wholesale business to any person for any purpose other than 
for sale by retail; R. S. O. 1950, c. 276, s. 43, amended; 

“(j) affects or interferes with the compounding, dispensing or supplying of 
poisons or drugs in any hospital or institution approved or licensed under any 
general or special Act; 

“(k) prevents a person from selling or affects or interferes with the sale by 
any person of any article or substance referred to in Schedule B. New.” 
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Schedules—In a significant respect the act is based upon the several schedules, 
as follows: 

(1) Schedule A—the poison list. 

(2) Schedule B—the free list. 

(3) Schedule C—The prescription lists relating to ordinary prescription drugs 

(4) Schedule D—The prescription lists relating to habit-forming or social 
drugs. 

Regulations —The act authorizes regulations adding or deleting any substance 
from any of the schedules or the striking out of any list of substance and the 
substitution of any other list of substances in the schedules. 


Schedule A—The Poison List 


Schedule A contains a list of poisons within the purview of the act, and is 
divided into Parts I and II. 

Part I of the poison list—The act provides for the sale of poisons listed in Part 
| as follows: (a) by a pharmacist, (b) in a container labelled “poison,” (c) to a 

) I 

person known to the pharmacist or vouched for by some person known to the 
pharmacist; and (d) entry of the sale in the poison book before delivery to the 
purchaser. 

Part II of the poison list—The act provides for the sale of poisons listed in 
: s follo a) by a pharmacist, (b) i “or labelled “poison.” 
Part II as follows: (a) by a pharmacist, (b) in a container labelle poison 

Regulations —As mentioned hereunder, the act authorizes regulations that 
will permit persons other than pharmacists to sell certain acids and other sub 


stances, such as those used by artisans. 


Schedules C and D 

In respect of the sale of drugs, reference is had to the following schedules 

(1) Schedule C—This is the list of ordinary prescription drugs. Subject to the 
regulations, substances in this list may be sold only upon prescription 

(2) Schedule D—This list relates to the habit-forming or social drugs and the 
retail sale is subject to certain special provisions. These special provisions are 
designed to provide some safeguards in respect of the use of these drugs 

Prescriptions —Prescriptions with respect to drugs in Schedule C and Part II 
of Schedule D are to be given in such form, in such manner and under such 
conditions as may be prescribed by the regulations 

The drugs in Part I of Schedule D are to be sold only upon written 
prescription. 

Regulations —In this regard, Section 50 of the act provides in part as follows 

“50. The Lieutenant-Governor in Council may make regulations, 

“(f{) designating poisons that may be sold by persons not otherwise author 
ized under this Act and authorizing the sale of such poisons by any pe 


classes of persons not otherwise authorized under this Act and prescribing tl 
: : 


rsons ot 


persons or CiaSses ol 


conditions under which such poisons shall be sold by suc 
persons; 

“(g) designating drugs referred to in Schedule C that may be sold to owners 
of animals or birds by persons not otherwise authorized under this Act and 
authorizing the sale without prescription of such drugs to owners of animals o1 
birds for the treatment of such animals or birds by any persons or classes of 
persons not otherwise authorized under this Act and prescribing the conditions 
under which such drugs shall be sold by such persons or classes of persons ot 
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HE BILL to amend the factory-inspection provisions of the Fed- 

eral Food, Drug, and Cosmetic Act was passed on August 3, 1953, 
in the closing minutes’ of the first session of the Eighty-third Con- 
gress and approved by the President on August 7, 1953.? As originally 
conceived, the bill was intended only to provide authority for compul- 
sory factory inspection; it was definitely not intended that the bill 
would affect the scope of the inspection authorized by the Act. Hear- 
ings * before the House Committee on Interstate and Foreign Com- 
merce were barely underway, however, before the committee was deep 
into the controversial question of the scope of inspection. While the 
original purpose of the bill—compulsory inspection—was never lost 
sight of and was, indeed, achieved in the bill as enacted, a curious 
struggle ensued over the scope of the inspection authorized—curious 
because it centered principally on the legislative history of the bill 
and only to a limited extent on the language of the bill itself. 





Background: Cardiff Case 
Legislation was considered necessary because of a defect in the 
Act pointed out by the decision of the Supreme Court in the Cardiff 
case.* The Court affirmed the Ninth Circuit’s reversal ® of Cardiff's 
conviction for violation of Section 301(f). It based its decision on the 


'The action of the Senate clearing the merce, House of Representatives, 83d 
bill for the President is reported at 99 Cong., Ist Sess., on H. R. 2769, H. R 
Congressional Record 11391; the adjourn- 3551 and H. R. 3604, May 19 and 20, 1953 
ment sine die is reported at 99 Congres- The printed transcript is cited hereinafter 
sional Record 11418. The factory-inspection as ‘‘Hearings.” 
bill was the last item of legislation acted ‘U. 8. v. Cardiff, CCH FOOD DRUG 
upon by the Senate before the adjournment. COSMETIC LAW REPORTS { 7246, 344 

? Pub. L. 217, 83d Cong., ist Sess., ap- U. S. 174 (1952). 
proved August 7, 1953. ‘CCH FOOD DRUG COSMETIC LAW 

’ “Food, Drug, and Cosmetic Act (Fac- REPORTS { 7224, 194 F. (2d) 686 (CA-9, 
tory Inspections),’’ Hearings Before the 1952). 

Committee on Interstate and Foreign Com- 
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Chase, Ltd 


The Authors Are Members of the District of Columbia 
Bar. They Offer an Interpretation of the FDA's Fac- 
tory-Inspection Powers Under the Recently Adopted 
Amendment to the Federal Food, Drug, and Cosmetic Act 


fact that while Section 704 authorized an inspector to enter “after 
first making request and obtaining permission of the owner, operator, 
or custodian,” Section 301(f) made criminal “the refusal to permit 
entry or inspection as authorized by section 704.” The Court rejected 
the Ninth Circuit’s attempt to construe the two provisions harmoni 
ously so as to prohibit a refusal to permit entry and inspection only 
if permission had previously been granted. The Court felt that this 
resulted in uncertainties which “make that construction pregnant with 
danger for the regulated business.” Nor could the Court accept the 
contention of the Department of Justice and of the Food and Drug 
Administration that Section 301(f) should be construed to prohibit a 
refusal to permit entry or inspection at any reasonable time. This 





construction was unacceptable because Section 704 conditioned the 


authority to enter and inspect upon “first making request and obtain 
ing permission.” Mr, Justice Douglas’ opinion for the Court® con 


cluded as follows: 


The alternative construction pressed on us is equally treacherous because 
it gives conflicting commands, It makes inspection dependent on consent and 
makes refusal to allow inspection a crime. However we read § 301 (f) we think 
it is not fair warning, cf. United States v. Weitzel, 246 U. S. 533 .; McBoyle 
v. United States, 283 U. S. 25 . . . , to the factory manager that if he fails to give 
consent, he is a criminal. The vice of vagueness in criminal statutes is the 
treachery they conceal either in determining what persons are included or what 





*Mr. Justice Jackson concurred in the 
result and Mr. Justice Burton dissented. 
Neither wrote an opinion. 
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acts are prohibited. Words which are vague and fluid, cf. United States v. Cohen 
Grocery Co., 255 U. S. 81 . . . , may be as much of a trap for the innocent as 
the ancient laws of Caligula. We cannot sanction taking a man by the heels for 
refusing to grant the permission which this Act on its face apparently gave him 
the right to withhold. That would be making an act criminal without fair and 
effective notice. Cf. He»ndon v. Lowry, 301 U. S. 242.... 


The Cardiff decision left the Food and Drug Administration with- 
out the power of compulsory inspection which it deemed necessary to 
the proper performance of its functions. There seemed to be no doubt 
in any quarter that legislation would be pushed to correct the defect 
in the law. An initial flurry of speculation that new legislation would 
inevitably result in an attempt to define more precisely the scope of 
the inspection authorized *? subsided when the Food and Drug Admin 
istration made it known that it would support a bill which struck the 
permission requirement from Section 704 and substituted therefor a 
requirement that a notice of inspection be presented. It was evidently 
hoped that such a bill would not result in controversy concerning the 
scope of inspection. This attempted solution was reportedly decided 
upon at a meeting of a committee of the Legislative Section of the 
American Drug Manufacturers Association and officials of the Food 
and Drug Administration.’ Thereafter, it became generally assumed 
that the major segments of the interested industries would interpose 
no objections to the legislation.® 

It was generally understood that passage of legislation in the form 
agreed upon by the Food and Drug Administration and the American 
Drug Manufacturers Association would not be regarded as affecting 
the scope of inspection authorized. Some such understanding was 


necessary if extensive controversy was to be avoided. The seeds of 


controversy were definitely present because of disagreement between 
the Food and Drug Administration and the regulated industries as to 
whether the language of Section 704%° authorized an inspector to 
demand knowledge of and access to such matters as formulas, methods 


7 See, for example, 14 FDC Reports, No. industry witnesses in urging that the com 
44, pp. 1-7 (December 13, 1952). mittee merely emphasize in its report that 

514 FDC Reports, No. 45, p. 9 (December approval of the bill should not be con- 
20, 1952) See also the testimony of Mr. strued to indicate Congressional confirma- 
Leslie Harrop, general counsel, American tion of the Food and Drug Administration's 
Drug Manufacturers Association, before the interpretation of the scope of inspection 
House Committee on Interstate and For- authorized by Section 704. See testimony 
eign Commerce (Hearings, p. 220). of Dr. Frederick J. Cullen (Hearings 

* However, as late as February 2, 1953, pp. 171, and following). 
it was reported that the Proprietary Asso- ” “For purposes of enforcement of this 
ciation would urge a limitation in the law Act, officers or employees . . are au- 
to preclude ‘‘delving into private affairs thorized .. . (2) to inspect . such 
and private property of a manufacturer.” factory, warehouse, establishment, or ve- 
(Drug Trade News, February 2, 1953, p. 1.) hicle and all pertinent equipment, finished 
At the hearings, however, the Proprietary and unfinished materials, containers, and 
Association went along with most of the labeling therein.” 
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and processes, complaint files, qualifications of technical personnel, and 
shipping records. The industry’s concern was especially acute at the 
time because the Food and Drug Administration had made known, in 
the government's petition for certiorari in the Cardiff case, its broad 
interpretation of the scope of the inspection authorized by Section 704. 
The petition stated: ™ 

Factory inspection of a drug plant may include observation, photographing, 
and appraisal of the following factors on the premises: (1) conditions of sanita- 
tion; (2) raw materials; (3) formula cards; (4) actual manufacturing work sheets; 
(5) batch records; (6) weight and measuring controls; (7) packing techniques; 
(8) sterility and pyrogen controls; (9) potency controls; (10) coding system; 
(11) facilities for maintaining separate identity of each drug; (12) cleaning of 
equipment between batches; (13) quarantining of drugs until after clearance with 
control laboratory; (14) qualifications of technical personnel; (15) the complaint 
file of the firm. In addition, samples and labeling of doubtful materials are pur- 
chased from the factory for analysis and appraisal by food and drug scientists; 
and shipping records relating to sources of raw materials as well as to destina- 
tions of finished products are examined and copied to facilitate the removal of 
offensive merchandise from interstate commerce. 

The industry's concern stemmed from the well-established general 
rule that re-enactment of a statute which has been administratively 
construed amounts to an implied adoption of the administrative con- 
struction.” 

To allay fears that re-enactment or amendment of Section 704 
might later be interpreted as a Congressional confirmation of its views, 
as set forth in the Cardiff petition, as to its inspection powers, the 
Food and Drug Administration went on record to the effect that the 
new legislation would not be regarded as affecting the scope of inspec 
tions. The President called merely for correction of the “inconsistent 
and unclear provisions” which led to the Cardiff decision.** Secretary 
Hobby’s letter to the Speaker of the House of Representatives trans 
mitting a draft bill to carry out the President's recommendation indi 
cated an understanding that the legislation requested would not affect 


the scope of the inspection authority."* Secretary Hobby gave further 


" Petition for a writ of certiorari to the ruary 2, 1953, House Document No. 75, 
United States Court of Appeals for the 83d Cong., Ist Sess., p. 14 
Ninth Circuit, United States v. Cardif/, “A simple amendment, to eliminate 
No. 27, October Term, 1952, page 19 the need for obtaining permission before 

*See the comprehensive annotation in making inspections, can restore the vital 
84 L. Ed. 28, 6, and following. For more provisions and should avoid needless con- 
recent Supreme Court discussion see U. 8 troversy over the scope of the inspection 
v. Zazove, 334 U. S. 602 (1948); U. 8S. uv authority. We are content to leave to the 
Wyoming, 331 U. S. 440 (1947): Fondren v United States courts the problem of saying 
Commissioner of Internal Revenue, 324 how far the authority extends. Efforts to 
U. S. 18 (1945): and Great Northern Rail- change the substantive language in any 
way Company v. U. 8., 315 U. S. 262 (1942). way will involve heated controversy and 

8% °*The State of the Union,”’ address of is [sic] likely to delay enactment."' (Hear- 
the President of the United States, Feb- ings, pp. 3, 4-5.) 
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assurances in letters to the National Canners Association *® and the 
American Drug Manufacturers Association."® 


House Committee Hearings 


It is apparent from the prepared statements filed with the House 
Committee on Interstate and Foreign Commerce that most of the 
industry representatives welcomed compulsory inspections and were 
content to protect themselves on the scope of the inspection authority 
by requesting the committee to emphasize in its report that the bill’s 
enactment should not be regarded as an endorsement of the Food and 
Drug Administration’s interpretation of the scope of the inspection 
authority.’ However, two industry spokesmen called for amendment 
of Section 704 to make it clear that inspection of prescription files was 
not authorized ** The American Medical Association also urged an 
amendment to preclude inspection of prescription files." Other amend- 
ments, not concerned with the scope of the inspection authority, were 
proposed, and some of them were accepted by the House committee. 
The present discussion, however, is concerned only with the scope of 
the inspection authorized by Section 704. 


% A letter of February 4, 1953, from the 
National Canners Association asked Mrs. 
Hobby to give ‘‘formal confirmation’’ of 
its ‘‘understanding’’ that ‘‘the requested 
amendment, if enacted, is not to be con- 





in determining the scope of the inspection 
authority, or would acquire any by the 
enactment of H. R. 2769 or S. 835."’ 

See the testimony of Mr. Charles Wes- 
ley Dunn, representing the Grocery Manu- 


sidered as having changed the law with 
respect to the scope of authorized inspec- 
tion from that originally enacted and 
existing prior to the decision of the Su- 
preme Court in the Cardiff case.” Mrs. 
Hobby’s reply of February 12, 1953, stated 
that this understanding was correct. (Hear- 
ings, pp. 137-138.) 

“The Secretary's tetter of March 20, 
1953, to the American Drug Manufacturers 
Association stated (Hearings, p. 220): 

“Your letter of March 11, 1953, relating 
to H. R. 2769, and S. 835 inquires whether 
we would regard the passage of the 
proposed legislation as congressional ac- 
ceptance of statements made in the 
Government's petition for a writ of cer- 
tiorari in the Cardiff case. 

‘Your understanding that we propose to 
leave all questions involving the scope of 
factory inspection authority to the courts 
is entirely correct. The sole purpose of the 
proposed legislation is to remedy the un- 
certainty found by the Supreme Court, by 
eliminating the necessity for obtaining per- 
mission to inspect. In no way do they 
seek congressional consideration of the 
scope of the inspection authority in sec- 
tion 704. We do not consider that the list- 
ing in the petition in the Cariff [sic] case. 
to which you refer, has any legal force 


facturers of America, Inc. and the American 
Pharmaceutical Manufacturers Association 
(Hearings, pp. 11-12); Mr. H. Thomas 
Austern, chief counsel, National Canners 
Association (Hearings, pp. 136-137): Mr 
Charles H. Fistere, counsel for the Dairy 
Industry Committee (Hearings, p. 162): 
Dr. Frederick J. Cullen, representing the 
Proprietary Association (Hearings, p. 174); 
and Mr. Leslie D. Harrop, general counsel, 
American Drug Manufacturers Association 
(Hearings, pp. 219, 222). 

% See testimony of Mr. Robert P. Fische- 
lis, secretary of the American Pharma- 
ceutical Association (Hearings, pp. 154, 157, 
160) and of Mr. George H. Frates, Wash- 
ington representative, National Association 
of Retail Druggists (Hearings, pp. 164, 
166). (Actually, Mr. Frates urged that this 
be done ‘“‘through an appropriate amend- 
ment and/or by means of a definite ex- 
pression in the report.’’ (Hearings, p 
164).) 

” Hearings, p. 208. Actually, the state- 
ment of Dr. George F. Lull, secretary and 
general manager, American Medical Asso- 
ciation, called for “‘proper safeguards 
to protect the physican-pharmacist-patient 
relationship’’ and for language indicating 
that the bill had no application to ‘‘con- 
fidential business and professional records."’ 
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Perhaps it was to be expected that members of the House com- 
mittee *° would raise the issue of the scope of the inspection in their 
questions to witnesses. Perhaps it was to be expected that they would 
not go along altogether with the suggestion that they specify their 
views on the matter of scope in their report rather than in the bill 
itself. In any event, things did not proceed as tidily as had been hoped. 
The committee evinced a thorough knowledge of the claims made in 
the Cardiff petition and a lively interest in the issue of scope generally. 
Moreover, they amended Section 704 to provide that the authority 
granted was to inspect “within reasonable limits and in a reasonable 
manner” and they stated in their report that this language was in- 
serted “for the purpose of confining the scope of inspection to ‘factory, 
warehouse, establishment, or vehicle, and all pertinent equipment, 
finished and unfinished materials, containers and labeling therein’.” *' 
Sut the committee did not incorporate in its report any express lan- 
guage to the effect that it was not intended to confirm the Food and Drug 
Administration’s views as to the scope of the inspection authorized 
by Section 704. Apparently, the committee chose to handle the mat- 
ter (1) by inserting a requirement of reasonableness in the Act itself 
and by making it clear in its report and on the floor of the House that 
this new language was intended to limit the scope of inspection and 
(2) by definite statements by committee members on the floor of the 
House as to specific matters that were not intended to be within the 
authorized scope of inspection. On August 3, 1953, immediately prior 
to the House’s rejection of a Senate amendment to the bill, Congress- 
man Wolverton, chairman of the House committee, expressly declared 
that the statements referred to in (2), above, were “the result of an 
arrangement made to clarify and make plain without doubt the pur- 
pose and intent of the committee.” * 


*” The House Committee on Interstate 
and Foreign Commerce held hearings on 
May 19 and 20, 1953, on H. R. 2769, H. R. 
3551 and H. R. 3604. H. R. 2769, the 
“official’’ bill, was introduced in the House 
by Congressman Wolverton, chairman of 
the committee; it was practically identical 
to S. 835, introduced in the Senate by 
Senator Smith of New Jersey; to S. 601, 
introduced in the Senate by Senator Hum- 
phrey: and to H. R. 3604, introduced in 
the House by Congressman Fogarty. All 
of these bills proposed to amend Section 
704 by striking the words ‘‘after first mak- 
ing request and obtaining permission of"’ 
and inserting in lieu thereof the words 
“after first giving written notice to.”’ 
H. R. 3551 was introduced by Congress- 


woman Sullivan, and proposed to amend 
Section 704 by using the words “‘after first 
exhibiting appropriate credentials to’’; 
this bill set out in full how Section 704, as 
thus amended, would read. A ‘‘clean bill,’’ 
H. R. 5740, incorporating the amendments 
to Section 704 agreed upon by the House 
committee, and amending Sections 301 and 
304(c) as well, was introduced by Con- 
gressman Wolverton on June 15, 1953. This 
bill was reported out by the House com- 
mittee on July 6, 1953 (H. Rept. No. 708, 
83d Cong., Ist Sess.) 

™" H. Rept. No. 708, 83d Cong., 1st Sess 
p. 7. This report is cited hereinafter as 
‘H. Rept.”’ 

2299 Congressional Record 11359 
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When the Act was passed in 1938 the'scope of inspection was 
defined as “factory, warehouse, establishment, or vehicle, and all per- 
tinent equipment, finished and unfinished materials, containers, and 
labeling therein.” The Food and Drug Administration’s broad inter- 
pretation of this language was well known and had been given verbal 
form in the petition for certiorari in the Cardiff case.** At the House 
committee hearings, industry witnesses made it clear that they dis- 
agreed with this interpretation. Thvs, Mr. Dunn, answering questions 
propounded by Congressman O'Hara of Minnesota, testified that the 
following were not ‘within the scope of the inspection authorized by 


Section 704: formula cards; actual manufacturing work sets | sheets ?] ; 


batch records ; qualifications of technical people ; complaint files ; ship- 
ping reports relating to sources of raw materials, as well as to destina- 
tions of finished products;** and prescription files. Mr. Austern 
testified to the same effect, referring specifically to private formulas, 
quality-control records, photographs, personnel qualifications,*® and 
records.** Dr. Cullen testified that formulas, formula cards, manu 
facturing techniques, methods, processes, manufacturing work sheets, 
batch records, weight and measure controls, complaint files and per- 
sonnel files were not included.** Mr. Harrop testified that the phrase 
“pertinent equipment” in Section 704 could not be taken to include 
“manufacturing tickets, complaint files, sales records, financial records, 


29 


and personnel files and the like.” * 


Although Messrs. Fischelis and Frates urged that the bill be 
amended to preclude inspection of prescription files,*® they neverthe 
less contended that the existing language did not authorize inspection 


of prescription files.* 


Except for a statement filed on behalf of Consumers Union,” the 
only testimony in any way contrary to the above came, not very sur 
prisingly, from Commissioner Charles W. Crawford and Mr. Parke M. 
Banta, general counsel of the Department of Health, Education, and 
Welfare. Mr. Banta stated that Section 704 did give a right to exam 





8 See footnote 11 %” See p. 6 and footnote 18, above 
™ Hearings, p. 24. %| Hearings, pp. 154, 156-157, 160 (Fis- 
* Hearings, p. 38. chelis), and pp. 163-164 (Frates). 
* Hearings, pp. 139, 142 * Hearings, p. 229: ‘‘We would oppose 
* Hearings, p. 140. any interpretation which would prevent 
* Hearings, pp. 171-175, 178-179, 182-185. inspectors from examining, if deemed ad- 
* Hearings, p. 221. With respect to visable for the protection of consumers 
manufacturing records and complaint files, f0rmulas, complaint files, etc 
see also Hearings, p. 222. Mr. Dunn testi- 
fied to the same effect (Hearings, pp. 29-30) 
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ine prescription files.** He also seemed to concede that the Food and 


Drug Administration’s interpretation of its powers did go beyond the 
actual wording of Section 704. When asked by Congressman Beamer 
if he had found manufacturers “a little bit afraid of your inspectors,” 
the general counsel of the Department replied : 

Well, no; I haven’t heard of it thus far. I heard a little of it this 
morning, when there was a suggestion that maybe we ought not to go at all 
beyond the actual wording.” 

Commissioner Crawford's testimony was also such as to support 
the inference that the Food and Drug Admin stration’s interpretation 
of Section 704 rested less on the language of the law itself than on 
its conception of what is necessary and desirable. The Commissioner 
conceded that there was no agreement between his agency and the 
industry it regulated as to the scope of the inspection authorized by 
Section 704; *° specifically, he agreed that Mr. Dunn’s interpretation 
was different from the Food and Drug Administration’s.** As to 
whether he regarded patent formulas, trade secrets, methods of com 
posing or putting together certain products, and “know-how” as 
within the scope of Section 704, he indicated that he regarded access 
to such matters as necessary to the proper administration of the Act.*’ 
He also said, in response to questions put by Congressman Bennett 
of Michigan: 

we have not undertaken to confine ourselves at al! to inquiries that a 
specifically authorized by any provision of the act itself, section 704 or otherwis« 

Congressman O'Hara questioned the Commissioner closely in an 
endeavor to ascertain the statutory basis for the claims made in the 
The testified that he knew of no 


Cardiff petition.* Commissioner 


“ Hearings, p. 58. Commissioner Craw- “MR. YOUNGER Let us answer the 
ford’s statements as to the reasons why first question first 

prescription files should be available to an MR. CRAWFORD. I will answer that 
inspector appear at Hearings, pp. 91, 158, ves’ 


218 The following colloquy is reported ‘MR. YOUNGER Them: encnnd: . sen 





at p. 91 

MR. YOUNGER And you feel that 
under 704 you have that right [to inspect 
prescription files]? 

“MR. CRAWFORD. I am not a lawyer. 
I don't want to get into this legal debate 

“MR. YOUNGER. Wells let me put it 
this way You have been advised by coun- 
sel that you have that authority? 

‘MR. CRAWFORD. And as an admin- 
istrative officer, I believe that we should 
have that authority in order to protect the 
public 


think you should have that authority? 
MR. CRAWFORD. Yes."’ 

* Hearings, p. 54 Mr. Banta was the 
second witness and he was, therefore, obvi- 
ously referring to the testimony of the first 
witness, Mr. Dunn, and particularly to 
Mr. Dunn's statements appearing at Hear- 
ings, p. 24 

* Hearings, pp. 84-85 

” Hearings, p. 84. 

* Hearings, p. 85 

* Hearings, p. 85. 

” Hearings, pp. 93-96 
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specific authority to take photographs.** As to formulas, Congressman 
O’Hara asked: * 


What right do you have to see the formula cards? 

MR. CRAWFORD. I would prefer not to answer that on the basis of what 
right we have. If I may answer as to what value it is to know that information, 
I would be glad to explain how those things, all of them, may become highly 
important in some of our investigations or in order to judge the product itself or 
to trace down some trouble. 

The testimony as to manufacturing work sheets, batch records, 
qualifications of technical personnel and complaint files was to the 
same effect.** Commissioner Crawford concluded his testimony at 
this stage of the hearings with this statement: *° 

We are asking only for material that we believe is immediately relevant and 
pertinent to the compliance of the output of these establishments with the terms 
of the law. We are doing that without regard to what may specifically be 
authorized because we have so many inquiries to make as an investigative agency 
that must go beyond where we have specific authority spelled out for us. 

Later in the hearings Congressman O’Hara observed that he 
understood the Commissioner to say that “he did not know whether 
he had the right or not, but he went ahead and exercised it.” ** 

The committee was obviously concerned that the witnesses before 
it were content to let this frank dispute as to the meaning of Section 
704 continue; certain members of the committee indicated that they 
thought the situation called for legislation rather than legislative his- 
tory. At one point Congressman Bennett of Michigan pointed out to 
Mr. Austern: * 

The thing that concerns me is that this language is crystal-clear to you; it 
is crystal-clear to Mr. Dunn, it is crystal-clear to Mr. Crawford, but you are all 
looking through different crystals. 

Congressman Bennett indicated that he thought the committee 
ought to settle the question by amending Section 704 to redefine the 
scope of the inspection authorized; he suggested on several occasions 


that a requirement of reasonableness as to scope be written into the 


law.*® 





* Hearings, p. 94. and understandable, yet we find there is 
" Hearings, p. 94. a sharp difference of opinion on the part 
* Hearings, pp. 94-95 of the Food and Drug Administration and 
* Hearings, p. 96. the industry generally as to what it means. 
“ Hearings, p. 223. “To me it is strange that language giv- 
“ Hearings, p. 141. Congressman Ben- ing this authority can be so simple and 
nett also said, when Dr. Cullen was on the’ clear and yet be susceptible to two dia- 
stand (Hearings, p. 183): metrically opposed interpretations by re- 
‘The thing that puzzles me is so many sponsible people."’ 
of the witnesses testify, in relation to this * Hearings, p. 143 
section, that its language is perfectly clear 
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House Committee Report; House Debate 


When the “clean bill,” H. R. 5740, was introduced on June 15, 
1953, it became apparent that the committee as a whole was inclined 
to agree with Congressman Bennett. H. R. 5740 proposed to change 
Section 704 so far as the scope of inspection was concerned by provid- 
ing for authority: 

to inspect, at reasonable times and within reasonable limits and in a 


reasonable manner, such factory, warehouse, establishment, or vehicle and all perti- 
nent equipment, finished and unfinished materials, containers, and labeling therein. 


The words in italics were new. The report, filed on July 6, 1953, 
suggested that their purpose was to limit the scope of inspection to 
the actual wording of Section 704.47 This was made fairly definite by 
statements made on the floor of the House by Congressmen Wolver- 
ton ** and Younger.*® The purpose of the amendment was nailed down 
beyond any doubt when member after member of the House commit- 
tee, including Chairman Wolverton, arose to concur in Congressman 
Bennett’s statement that the phrase “within reasonable limits and in 


a reasonable manner” was: *° 
’ directed to several things. This bill authorizes the inspector to go upon 
the factory premises. Then it provides what he may do when he gets on the 
premises, and that is the all-important thing here, in my judgment. He may, 
under this language, inspect the factory, warehouse, establishment, or vehicle 
and all pertinent equipment, finished and unfinished materials, containers, and 
labeling thereon. Now, the intention of the committee, as is set forth on page 7 of 
the committee report, was to make this a limited inspection and to strictly con- 
strue the language, “factory, warehouse, pertinent equipment, vehicle,” and so 
forth, so that the Food and Drug Administration could not construe such language 
to mean that they could go into the factory to inspect the owners’ profit-and-loss 
statement, his complaint files, or to inspect files related to the qualifications of 
the people working for him, and many other similar things. 

MR. HARRIS. Including the formula of the manufacturer of a product 

MR. BENNETT of Michigan. Yes. These are some of the very things the 
committee had in mind when it limited in specific terms the authority that the 
Food and Drug Administration had to carry out these inspections 

MR. HARRIS. That is precisely as I understand it 





“ H. Rept., p. 7. Cf. Mr. Banta’s state- cially druggists’ prescriptions It is not 
ment at Hearings, p. 54, implying that the the intent, and it certainly was not my 
Food and Drug Administration's interpre- intent that this law, as now passed, 
tation did go beyond the actual wording. gives the inspector the right to inspect or 
See footnote 34, above. Commissioner require to be inspected formulas, per- 
Crawford's statements were to the same sonnel files, prescription files in drug- 
effect. See footnotes 33-44, above. stores and similar things of that nature 

* 99 Congressional Record 9159, 9161. That is why the committee specifically in- 

#99 Congressional Record 9165. Con- serted here ‘confining the scope of inspec- 
gressman Younger was quite explicit: tion’ so as to prevent in the future these 

“A number of people have mentioned obnoxious cases that were called to our 
the files in the manufacturer's plant, his attention in the committee hearings.'’ 
formulas, his personnel files, and espe- * 99 Congressional Record 9241 
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In addition to Congressman Harris the following Congressmen, 
all members of the House committee, expressly associated themselves 
with Congressman Bennett’s statement: Chairman Wolverton,” Con- 
gressman Hinshaw,**? Congressman Priest,°* Congressman Carlyle, 
Congressman Williams * and Congressman Warburton." This col- 
loquy on the floor of the House takes on added significance in the 
light of reports in the press ® to the effect that an earlier draft of the 
committee report interpreted the words “within reasonable limits and 
within a reasonable manner” as permitting an inspector to have access, 
under certain circumstances, to trade secrets, formula cards, complaint 
files, and prescriptions. This draft was reportedly disapproved “al- 


most by general consent” at a meeting of the committee’on June 24 


which was attended by 21 of the 31 members of the committee.” 
Thereafter, Chairman Wolverton is understood to have appointed an 


eight-man subcommittee, consisting of Congressmen Hinshaw, 


O’Hara, Bennett, Beamer, Younger, Priest, Harris and Carlyle to 
resolve the “areas of disagreement.” ** When a report was finally 
filed, on July 6, 1953, it contained no specific reference at all to for- 


mulas, complaint files, or prescriptions. However, the above-mentioned 


colloquy on the floor of the House was participated in by the chairman 
of the full committee and by five ® of the eight committee members 
who were reportedly appointed to the special subcommittee. Of the 


other three, two were obviously in agreement ™ and one, Congressman 


O'Hara, who was ill at the time, took no part in the debate at all. 


While statements of Congressmen Bennett and Harris, reported 
at 99 Congressional Record 9241, and the endorsements given them by 
other members of the committee are significant because they are obvi- 
ously part of a plan on the part of the committee to make the legisla 
tive intent clear beyond a doubt,” the report of the House debate is 


Record 9165 (see footnote 49, above) and 
9241-9242. 

“On August 3, 1953, when the bill as 
amended by the Senate was again before 
the House, Chairman Wolverton said (99 
Congressional Record 11359) : 

“The gentleman from Arkansas [Mr 
Harris] was very careful to state the in- 
tent of the bill as presented to the House 
The gentleman from Arkansas at time 
[sic] went to a great deal of trouble to 
state what the purpose of our committee 
was. In addition to that, I think every 





% Jdem. 
2 Idem 
383 Idem 
™ Idem. 
55 Idem. 
% Idem. 
See, for example,. 15 FDC 
No. 20, pp. 6-10 (June 27, 1953). 
* Cited at footnote 57, at p. 7 of report. 
%Jdem. Actually, the report says seven 
subcommittee members were appointed, 
but eight names are given. 
” Congressmen Bennett, 


Reports, 


Harris, Hin- 








shaw, Priest and Carlyle. 

*! See Congressman Beamer’s statements 
at 99 Congressional Record 9164 and Con- 
gressman Younger's at 99 Congressional 


member of the committee who was on the 
floor of the House at that time agreed 
with him as to his interpretation of the 
proposed bill. This was the result of an 
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replete with other references as to the scope of the inspection author- 
ized. For example, when the House was discussing adoption of a rule 
providing for consideration of the factory-inspection bill, Congressman 
Hinshaw interrupted a spokesman for the Rules Committee to correct 
his statement that “the inspectors could inspect the personnel files, 
the records, or anything that they [that is, the Food and Drug Admin- 
istration] deemed necessary in order to make the inspection.” * On 
another occasion Congressman Priest reassured a colleague, who was 
not a member of the Committee on Interstate and Foreign Commerce, 
that prescription files were not included.** When concern was ex- 
pressed as to whether the bill compelled disclosure of the method of 
compounding or assembling the ingredients of vitamin and mineral 
products, Congressthan Hinshaw replied : © 

I think I can speak for the committee in saying that unless the materia! 
or the foodstuffs or the drug has been found to be seriously adulterated and 
harmful to humans, there would be no occasion whatever to inquire into the 
method of manufacture. 

Further assurances were given later in the debate that the bill 
did not grant inspectors the right to demand inspection of the for 
mulas by which vitamins and minerals were compounded.” 

Presumably because they amended Section 704 to circumscribe 
the authority granted and limit the inspection’s scope strictly to the 
matters therein listed and planned to make their intentions in doing 
so clear on the floor of the House, the members of the House com- 
mittee did not include in their report any statement to the effect that 
their action was not to be taken as indicating approval of the existing 
administrative construction of Section 704. Such a statement was no 
longer appropriate (if, indeed, it would have been appropriate in any 
event) once the committee had undertaken to revise the provisions 
as to scope rather than merely re-enact them. 


The principle that re-enactment of a statutory provision consti 
tutes approval of an administrative construction has no application 
where the re-enactment is not merely in the terms of the existing 
statute but contains an added provision so different from that used 
in the earlier act that it indicates a different legislative intention.” 





arrangement made to clarify and make ® 99 Congressional Record 9154 
plain without doubt the purpose and intent * 99 Congressional Record 162. 
of the committee.”’ (Italics supplied.) *5 99 Congressional Record 9170. 
The chairman apparently had reference * 99 Congressional Record 9242. 
to Congressman Harris’ statements re- * See Standard Oil Company v. Fitz- 


ported at 99 Congressional Record 9240- gerald, 86 F. (2d) 799 (CCA-6, 1936), cert. 
9242. den., 300 U. S. 683 (1937) 
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Nor can Congress’ action in amending the scope provisions of Section 
704 be regarded as an approval of the administrative interpretation of 
the old language. “In the face of the legislative expression of dissatis- 
faction with the earlier statute as construed, congressional purpose to 
declare that such was the intended meaning is not to be inferred 
merely from the fact that the amendment providing for the future said 
nothing as to the past.” * 


Senate Committee Report—Debate in Senate 


So far the “legislative history” had tended to sharp restriction of 
the scope of inspection. This trend was halted—momentarily, at least 
—by the report of the Senate Committee on Labor and Public Wel- 
fare. It was already July 16 when the bill passed the House, and the 
Congress was driving toward adjournment. There was some question 
as to whether the Senate would be able to act on the bill during the 
session. However, on July 21 a subcommittee of the Senate committee 
reportedly * voted unanimously to report the bill with an amendment. 
The amendment proposed to amend Section 503(b) of the Act by 
adding thereto subsection (6), to read as follows: 

Prescription files in retail drugstores may be inspected only in accordance 
with the procedure described in Section 704, as amended, and only when the 
officer or employee giving notice of inspection (A) has reason to believe that 
the retail drugstore has dispensed drugs in violation of this Section or (B) is 
engaged in tracing the distribution of a dangerously adulterated or misbranded 
drug or a new drug for which there is no effective application under Section 505. 


The subcommittee was reportedly composed of the following: 
Senators Purtell, Griswold, Goldwater, Hill and Lehman.”® The sub- 
committee acted without having held any public hearings and, indeed, 
no hearing was ever held on the bill by the Senate committee. 


The Senate committee did not move to change the language of 
the bill so as to include within the scope of inspection those matters 
which had been excluded from it by the House. However, when the 
Senate committee’s report ™ was filed, on July 29, 1953, it was found 
to constitute “legislative history” of a very different sort from that 
made in the House of Representatives. The Senate report sought to 
put back within the scope of Section 704 the following matters which 





*® Mr. Justice Stone in Haggar Company ” Cited at footnote 69, at p. 6 of report. 
v. Helvering, 308 U. S. 389, 400 (1940). ™S. Rept. No. 712, 83d Cong., Ist Sess. 

#15 FDC Reports, No. 24, pp. 4-7 (July This report is referred to hereinafter as 
25, 1953). **S. Rept.”’ 
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the House report and the House debate excluded: formulas, methods 
and processes, qualifications of personnel, and complaint files." 
Senator Purtell, who submitted the report on behalf of the com- 
mittee, sought to hold to the line that the bill was not concerned with 
the scope of inspection."* However, he had to assure Senator Ferguson 
that the bill would not permit examination of profit-and-loss state- 
Then Senator Ives, who was a member of the Senate com- 


ments.,** 
mittee reporting the bill and whose statements are therefore important, 
interrupted Senator Purtell, and the following colloquy ensued : * 


MR. IVES. Im his answer to the distinguished Senator from Michigan 
the Senator from Connecticut does not construe the bill as authorizing inspec- 
tion of formulas or the processing under the formulas? 

MR. PURTELL. I should like to remind the distinguished Senator from 
New York that we did not attempt to follow out the scope of the examinations. 
Our job was simply to determine whether the agency had the right of entry 
which it had assumed it had and which it had exercised up to the time of the 


Supreme Court’s decision on December 8, 1952. 


MR. IVES. 


Let me read what the report says 


On page 4 of the report, 


under the title “Reasonable Inspections,” there is this language: 
“It is intended, for example, to provide a means of knowing the composi- 


tion of finished and 


unfinished materials 


whenever the composition of such 


articles is relevant to compliance with the law.” 





2S Rept., p. 4: 
““Reasonable Inspections 


“The bill places emphasis on the fact 
that the authorized inspection must be 
reasonable in time, manner, and extent. 
What is reasonable, of course, depends on 
the circumstances of the specific case, and 
hard and fast rules cannot be laid down 
The Supreme Court, many times, has 
recognized this, as have other courts. 

“The bill clearly is not intended to au- 
thorize fishing expeditions into private 
papers such as financial accounts, the ordi- 
nary personnel records, and payrolls. But 
it is intended to provide the Food and 
Drug Administration with sufficient in- 
spection authority to protect the public 
It is intended, for example, to provide a 
means of knowing the composition of fin- 
ished and unfinished materials whenever 
the composition of such articles is relevant 
to compliance with the law. There is no 
shield here by which ingredients that may 
be poisonous and dangerous, or products 
containing them, would be withheld from 
the inspection. Nor does the bill counte- 
nance a situation in which some worthless 
ingredient could be held secret from the 
inspection—and thus from the courts- 
making it impossible to prove the falsity 
of claims made for the product in question, 
whether it be a food, drug, device, or 
cosmetic. Provisions of the existing law 
afford protection against unauthorized dis- 


closures of any trade secrets learned dur- 
ing factory inspection (21 U. S. C. 311 (j)) 

“The Committee recognizes that inspec- 
tion means to ‘examine critically’, and the 
words of the statute should be given 
meaning consistent with the overall pur- 
pose of the act in protecting the public. 

‘Furthermore, in appraising the plant 
performance from the standpoint of com- 
pliance with the law, the inspector should 
not be prohibited from inquiring whether 
the person in charge of safety controls is 
qualified by training and experience At 
the same time, there would be no basis 
for insisting that the person's entire life 
history be exposed to inspection through 
complete examination of his personne! 
records. 

“The bill does not authorize withholding 
from the inspector the fact that injury 
complaints have been made to the firm 
Such complaints sometimes provide the 
first notice of impending public danger 
and prompt action may be necessary to 
withdraw the dangerous article before 
additional and needless injuries occur 

“The bill is not specific in spelling out 
exactly what would be reasonable in any 
and all circumstances Such a detailed 
specification would be impossible The 
general rule of reasonableness, used in 
the bill, however, seems eminently fair 
both to the public and to business.”’ 

™ 99 Congressional Record 11299-11300 

™ 99 Congressional Record 11300 

™ Idem 
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Does not the Senator think that the intention was to use the word “examin 
ing” in place of the word “kpowing”? 

MR. PURTELL. I do not disagree with the Senator from New York 

MR. IVES. Then the Senator from Connecticut considers that it was 
meant to read as follows: 

“It is intended, for example, to provide a means of examining the composi- 
tion of finished and unfinished materials whenever the composition of such 
articles is relevant to compliance with the law.” 

MR. PURTELL. I would so construe it. 

MR. IVES. That is unobjectionable. 

The next sentence reads: 

“There is no shield here by which ingredients that may be poisonous and 
dangerous, or products containing them, would be withheld from the inspection 
Nor does the bill countenance a situation in which some worthless ingredient 
could be thheld secret from the inspection—and thus from the courts—making it 
impossible to prove the falsity of claims made for the product in question, whether 
it be a food, drug, device, or cosmetic.” 

Under the terminology as used by the industry itself, the word “ingredient” 
means slightly more than it does to the casual observer, I understand, and | 
would say that an ingredient refers to some extent to the matter of processing 
Therefore, 1 assume that what is meant by the term “ngredient” in that sen- 
tence, and again the next sentence afver it, is the word “material.” 

MR. PURTELL. It is my belief that the words are interchangeable 

MR. IVES. Then the Senator from Connecticut believes the sentenc: 
should read, and I shall now read them as I understand they should read 

“There is no shield here by which materials that may be poisonous and 
dangerous, or products containing them, would be withheld from the inspection.” 

Therefore, the following sentence should read: 

“Nor does the bill countenance a situation in which some worthless mat 
rial— ... .” 

Not ingredient, but material— 

“could be held secret from the inspection—and thus from the courts—making 
it impossible to prove the falsity of claims made for the product in question, 
whether it be a food, drug, device, or cosmetic.” 

That is the way it should read. Is that correct? 

MR. PURTELL. I should say that substitution of the word “materials” 
for “ingredients” #s certainly in line with my thought. 

MR. IVES. Is that the interpretation it is desired to have piaced on the 
bill by the Senate? 

MR. PURTELL. For the purpose of the record, that will be the interpretation 

MR. IVES. I thank the Senator. 

Senator Ives also took up the suggestion in the report that the 
bill authorized an inspector to examine the qualifications of person- 
nel.° He thought this went beyond the scope of the bill."* Senator 
Purtell replied only that it was not the committee’s desire “to read 
anything into the bill that is not there, or take anything from the 
bill that is in it.””"* Earlier, Senator Purtell had stated: ™ 





1% 99 Congressional Record 11302 ™ Idem. 
7 Idem. 7° 99 Congressional Record 11300 
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lf the report of the Senate is in any way in disagreement with the report 
of the House, I have no objection to the interpretation of the printed report 
of the House. 

Shortly thereafter, Senator Ives stated : *° 

| hope that as a result of the discussion we are now having we can reach 
a conclusion with respect to the bill which will permit its passage 

I point out that while there are matters in the report with which I disagree, 
and which I think can be straightened out—some of them have already been 
straightened out—so far as the bill itself is concerned 

Senator Ives next pointed out that there was nothing in the bill 
to justify the statement in the report that complaint files could not be 
withheld from inspection.*' And although the authoritativeness of the 


&2 


report had already been greatly diluted, Senator Ives went on to say: 


It [that is, the Report] may be a part of the legislative history, but I want 
to point out in this connection that unfortunately and through no fault of the 
chairman of the subcommittee the report was never seen by the members of 
the committee until the bill was on the calendar and before the Senate last 
Friday. Secondly, the report was written without thy knowledge of any members 
of the committee and, I dare say, without the knowledge of the chairman himself 
until he learned too late that it had gone to the printer. Therefore, I raise th« 
question on the floor of the Senate as to why such reports, which are them 
selves not law, which have not been passed upon by the committee members 
should have the force of law. It just does not make sense 

Later, Senator Ives had the following exchange with Senator 
McCarran: ** 

MR. McCARRAN. But the Senator was guessing as to whether the report 
ran contrary to the bill. Is not that true? 

MR. IVES. No. I maintain the report is contrary to the bill and con 
trary entirely to the law. 

MR. McCARRAN. But the Senator in charge of the bill either did not 
know what was in the report, or he was guessing at what was in the report 

MR. IVES. Oh, no. The Senator in charge of the bill agreed substantially 
with my observation 

MR. McCARRAN. I am very glad to hear that. This is the first time 
I have understood that to be so. 

MR. IVES. I think the Senator from Connecticut will agree with what I said 


The Senator from Connecticut made no response. Being in charg 
of the bill, he was presumably still on the floor. 


The Senate proceeded to pass the bill, after amending the com 


mittee amendment to require “evidence” rather than “reason to be- 


lieve” before prescription files could be inspected.** 
%° 99 Congressional Record 11301. guess’’ that the Senate committee's report 
% 99 Congressional Record 11302. had been prepared by the Food and Drug 
8: 99 Congressional Record 11302 Administration. The charge was not denied 
% 99 Congressional Record 11305. At one ** 99 Congressional Record 11307-11308 
point Senator McCarran ‘‘ventured the 
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Last Word in House 


As thus amended, the bill went back to the House, where the 
members of the Committee on Interstate and Foreign Commerce were 
still in control of the situation and by no means disposed to accept the 
Senate amendment. In fact, they rejected it, thereby leaving it up to 
the Senate either to accept the House’s bill or to get no bill at all.*® 
The Senate receded from its amendment without further ado.* 


While the bill was before the House for consideration of the Sen- 
ate amendment, considerable antipathy was expressed as to the attempt 
made in the Senate to distort the report and action of the House.*’ 

sefore it sent the bill back to the Senate, the House made it clear that 

if the bill were agreed to in the form in which it had been passed by 
the House, “then the bill would be as we had debated it in the House, 
which very thoroughly explains the provision, and which is what we 
intended to have passed.” * 

That is the way in which the bill was sent to the President. 


Effect of ‘Legislative History”’ 


From the time the hearings before the House committee ended 
until the time the bill was finally passed, no one seems to have sug- 
gested that its language was so clear that resort to legislative 
history to ascertain its meaning would in the future be considered 
improper. This attitude certainly seems justified, for the hearings before 
the House committee brought out into the open a basic dispute as to 
the import of Section 704. It will be very hard indeed for the “legisla- 
tive history” of the new law to be kept out of any future litigation 


involving Section 704. 


Ordinarily, of course, courts do not regard floor debates as author 
itative commentaries. However: “While the general rule precludes the 
use of these debates to explain the meaning of the words of the statute, 
they may be considered as reflecting light upon its general purposes 
and the evils which it sought to remedy.” ** Moreover, the statements 
made by members of the committee concerned with the bill have 
always been considered authoritative ; “informed congressional discus- 





% 99 Congressional Record 11358-11359. PORTS (Supp. 1932-1937) { 7354, 295 U. S 
8 99 Congressional Record 11391. 602, 625 (1935); see also Federal Trade 
8 99 Congressional Record 11358-11359. Commission v. Raladam Company, CCH 
88 99 Congressional Record 11359. TRADE REGULATION REPORTS (Supp 
% Rathbun (Humphrey’s Executor) v Vol. VI) 6307, 283 U. S. 643, 650-651 

U. 8., CCH TRADE REGULATION RE- (1931). 
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sion” is not to be disregarded.” In U. S. v. Wrightwood Dairy Com- 
pany,*’ the Court looked to the debates in general, to the committee 
reports, and to the statements on the floor by committee members to 
ascertain whether Congress intended a certain bill to constitute an 
exercise of its full power over interstate commerce. The same was true 
of Wright v. Vinton Branch of the Mountain Trust Bank,** Richbourg 
Motor Company v. U. S.,** and Duplex Printing Press Company v. Deer- 
ing.** The same will undoubtedly be true if and when the courts are called 
upon to construe Section 704, as amended, of the Federal Food, Drug, 
and Cosmetic Act: The House report and the statements on the floor 
of the House by Congressmen Wolverton, Harris, Bennett, Priest, 
Younger and Hinshaw will have to be regarded as amounting to an 
authoritative determination that Section 704, as amended, does not 
comprehend formulas, methods, processes, shipping records, complaint 
files, prescription files, quaiifications of technical personnel, and the 


compounding and assembling of vitamin and mineral products. 


In U. S. v. United Mine Workers of America,®* the Court was called 
upon to decide whether the Norris-La Guardia Act precluded the 
United States from obtaining an injunction against its own employees. 
The Court regarded as authoritative statements made on the floor of 
the House by the sponsor of the bill and the ranking minority member 
of the reporting committee. The Court said that these representa- 
tives: * 

, were members of the Judiciary Committee which reported and recom- 
mended the bill to the House. They were the most active spokesmen for the 
Committee, both in explaining the bill and advocating its passage. No member 
of the House who voted for the bill challenged their explanations. At least 
one other member expressed a like understanding.” We cannot but believe 
that the House accepted these authoritative representations as to the prope 
construction of the bill The Senate expressed no contrary understanding,” 
and we must conclude that Congress, in passing the Act did not intend to with- 
draw the Government’s existing rights to injunctive relief against its own employees 

But what of the action of the Senate on the factory-inspection 

bill? The report of the Senate committee very definitely did express a 





” Mr. Justice Reed in U. 8. v. Congress * 1946-1947 CCH TRADE CASES { 57.544 

of Industrial Organizations, 335 U. S. 106, 330 U.S. 258 (1947) 

113 (1948). * Cited at footnote 95, at pp. 279-280 of 
“CCH TRADE REGULATION’ RE- opinion. 

PORTS (Supp., 1941-1943) 52,741, 315 * Footnote omitted. 

U. S. 110 (1942). Citing U. 8. v. ,Wrightwood Dairy 
* 300 U. S. 440 (1937). Company, cited at footnote 91, at p. 125 
% 281 U. S. 528 (1930). of opinion, and Duplex Printing Press 
“CCH TRADE REGULATION RE- Company v. Deering, cited at footnote 94, 

PORTS (Supp. Vol. V) { 5055, 254 U. S. at p. 475 of opinion. 

443 (1921) *” Footnote omitted. 
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contrary understanding. But what is the value of a committee report 
which, as is true of this report, “was never seen by the members of the 
Committee until the bill was on the calendar and before the Senate” 
and which “was written without the knowledge of any members of 
the committee, and I dare say, without the knowledge of the chairman 
himself, until he learned too late that it had gone to the printer” '°° 

a report which, according to the uncontradicted assertion of a mem- 
ber of the committee, “is in the name of the Committee only”? *® The 
fact is that the Senate report was pretty well disowned on the fioor of 
the Senate. Senator Ives was the highest-ranking majority member of 
the Committee on Labor and Public Welfare to participate in the 
Senate debate and he said: “I maintain the report is contrary to the 
bill and contrary entirely to the law.” * 

The situation, then, as to the Senate report is much like that 
before the Supreme Court in Chicago, Milwaukee, St. Paul & Pacific 
Railroad Company v. Acme Fest Freight, Inc.,‘°* where the Court said: 

\ report not previously submitted to members of the committee and expressly 


contradicted without challenge on the floor oi the House by a ranking membet 
of the committee can hardly be considered authoritative 


Moreover, Senator Purtell, the committee member who had the bill 
in charge, several times in effect conceded the Senate report was in 
conflict with the bill itself '°* and with the interpretation placed on 
the bill in the House,’” and that the House’s interpretation should 
prevail..°° When the bill got back to the House, it was emphasized 
that the House’s rejection of the Senate’s amendment, if concurred 
in by the Senate, would amount to an adoption by the Senate of the 
House’s interpretation of the bill.*% 


108 


Since the Senate did concur,’ it now seems probable that the 
courts will feel bound by the House's interpretation, that is to say, 
they will probably feel bound to hold that the addition to Section 704 
of the words “within reasonable limits and in a reasonable manner” 
has the effect of requiring a strict construction of the words “factory, 
warehouse, establishment, or vehicle and all pertinent equipment, 
finished and unfinished materials, containers, and labeling’ so that such mat- 
ters as formulas, methods, processes, complaint files, shipping records, qual- 
ifications of technical personnel, etc., are not included within the scope 


of the inspection authorized.2” In other words, the interpretation 


1 99 Congressional Necord 11302. 1% 99 Congressional Record 11300 

1 99 Congressional Record 11304. 6 Idem, 

we 99 Congressional Record 11305. 1 99 Congressional Record 11358-11359 

18 336 U. S. 465, 475 (1949). 18 99 Congressional Record 11391. 

1 99 Congressional Record 11302. ™ The case for excluding prescription 
files would seem even stronger, since the 
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placed on Section 704 by the Food and Drug Administration as ex- 
pressed in the petition for certiorari in the Cardiff case ''’ has been 
legislatively overruled. Inspection is now pretty well limited to 
matters of sanitation. The Food and Drug Administration itself is 
reported to agree, however reluctantly, with this interpretation." 
(Questions were raised in both the House and the Senate as to the 
constitutionality of H. R. 5740. Three members of the House com- 
mittee thought that compulsory inspection would be unconstitutional 
as contrary to the Fourth and Fifth Amendments.’” It is not the 
purpose of this article to assess their views. However, the attack in 
the Senate was on a different footing; since it related to the scope of 
the inspection, it is within the purview of this discussion. Senator 
McCarran, ranking minority member of the Senate Judiciary Com- 
mittee, although not a member of the Labor and Public Welfare 
Committee, warned that the bill failed to inform those subject to its provi 
sions what acts of theirs would subject them to crimina’ penalties. 
He noted "* that the bill was necessitated because the pre-existin, 
Section 704 was too vague and indefinite to stand as criminal law 
that it was tainted, in the words of Mr. Justice Douglas, with the 


‘ 


‘vice of vagueness.” ™** 


Actually, the unconstitutional indefiniteness noted in Cardiff arose 
from the fact that the Act gave conflicting commands: It required 
permission to inspect and, as interpreted by the government, it punished 
a refusal to permit inspection. Senator McCarran felt that Section 
704 was unconstitutionally vague for still another reason: It fails to 
tell the factory owner what things he must reveal to the inspector. He 
noted the lack of agreement betweén the Food and Drug Administra 
tion and the industry as to the meaning of Section 704. Senator 
McCarran called the attention of his colleagues to cases holding that 


a criminal statute must not be so worded that men must guess or 


speculate as to its meaning."*® But there were but a few minutes 


Senate provided for a specific amendment complaint files, and personne! files within 

including them, the House disagreed, and the scope of required inspections."’ 

the Senate then receded "2 See Minority Report of Congressmen 
1!” See footnote 11, above O'Hara, Williams and Warburton, H 
11 See 15 FDC Reports, No. 26, pp. 2-4 Rept.. pp. 24-33 

(August 8, 1953). A Food and Drug Ad- "3 See 99 Congressional Record 11303- 

ministration Release dated August 27, 1953 11306 

quoted Commissioner Crawford as stating ™ UU. S. v. Cardiff, cited at footnote 4 

in part, as follows ‘‘Modern production ™ The Senator quoted from Lanzetta 1 

and distribution are carried on to a large New Jersey, 306 U. S. 451, 453 (1939) 

extent through the medium of written Yu Cong Eng wv. Trinidad, 271 U. S. 500, 

instructions and records. The legislative 518 (1926): Winters v. New York, 333 U.S 

history indicates Congress did not intend 507, 515 (1948): and Boyce Motor Lines, 

to include prescription files, formula files, Inc. v. U. 8., 342 U. S. 337 (1952) 
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left in this first session of the Eighty-third Congress and the still- 
unenacted factory-inspection bill was part of the new Administration’s 
legislative program. Senator McCarran’s speech did not prevail. 


But his remarks have created a doubt that might prevail. 
Suppose a factory owner is called upon to produce his formula cards 
or complaint file and suppose that he, with or without knowledge of 
the “legislative history” of H. R. 5740, refuses to produce them, claim- 
ing, let us say, that the statute does not require him to do so. In 
the ensuing litigation the factory owner can be expected to maintain 
(and probably successfully) that Section 704, properly interpreted in 
the light of its “legislative history,” does not comprehend these items. 
Perhaps he would be well advised to maintain also, alternatively, that 
Section 704 is too vague and indefinite to stand as the basis for criminal 
action in that it does not inform him with any degree of definiteness as 
to what things he must make available to the inspector. Query: 
Is it due process of law to require the citizen to be familiar with 
“legislative history” as well as with the law itself? Very probably 
the “legislative history” would sustain our factory owner; very prob- 
ably, because of it, the Food and Drug Administration will never press 
the issue ; but if it is pressed, constitutional questions as well as “legis- 
lative history” might well have to be considered.’ 

H. R. 5740 must be understood as excluding from the scope of 
a Section 704 inspection formulas, methods, processes, complaint files, 
qualifications of technical personnel and prescription files. It must be 
regarded as a repudiation of the Food and Drug Administration’s pre- 
Cardiff construction of Section 704 and its practices under that con- 
struction. A Section 704 inspection must be confined to “reasonable limits” 
and made in a “reasonable manner.’”’ It must be limited to the “factory, 
warehouse, establishment, or vehicle and all pertinent equipment, 
finished and unfinished materials, containers, and labeling therein,” 
and these words are to be strictly construed. A Section 704 inspec- 
tion must, in other words, be directed primarily to sanitation. Any 
other construction of Section 704 would create a serious doubt as to 
whether its language is sufficiently definite to meet the constitutional 
test. In fact, there is a serious question as to whether the Act meets 
the requirements of definiteness necessary in a criminal statute even 
for a sanitary inspection. [The End] 


ui See Charles Wesley Dunn, “Amended DRUG COSMETIC LAW JOURNAL 792, 
Factory-Inspection Law «of the Federal 798 (1953). 
Food, Drug, and Cosmetic Act,’ 8 FOOD 








Judicial Fantasia 


in Montana 


By SOL. A. HERZOG 


Mr. Herzog Studies Pike v. Porter, Where Review Was Sought of 
Refusal (Alleged a Constitutional Violation) by a State Board of 
Pharmacy to Grant an Application for Renewal of a Store License 


NIFORM RECOGNITION of the practice of pharmacy as a pro 

fession, uniform insistence upon licensure,’ and educational re 
quirements prerequisite to licensure would seem to obviate current 
occasion for court proceedings respecting definition or area of this 
calling. Boards of pharmacy as regulatory agencies are, on the sur- 
face at least, charged with so wide a scope of duty—and concomitant 
power—since most of the regulatory statutes are so detailed and 
lengthy in both their prescription and proscription, that present judi 
cial examination of any such provisions might well appear extraor 
dinary. 

Upon second thought, however, such incidents presently occurring 
should not be deemed so unusual. Pharmaceutical practice is not, 
practically speaking, insulated behind professional walls. It 1s, in 
most instances by far, commingled with straight commercial enterprise.’ 
Even the self-termed “ethical” * or professional pharmacy, since it deals 
in medicinal items that may be dispensed without prescription as well 


1 “Registration or license is commonly per cent of independent establishments and 
required for the retailing, compounding or 70.1 per cent of chain units have fountains 
dispensing of drugs and medicines; and and that the number of pharmacies in 
such requirements, and the requirement of which prescription income exceeds 40 per 
examination for certificate or license, are cent of total sales does not exceed 1,000 
generally upheld.’ Corpus Juris Secundum, * This term apparently raises many a 
Vol. 28, ‘‘Druggists,’’ Sec. 3. hackle, in view of its implication; ob- 

2A nationally recognized authority, Dr. viously, ethical conduct does not depend 
Paul C. Olsen, states that of 51,000 drug- upon the absence or presence of a soda 
stores in the United States, including fountain 
4,000 in chains of four or more units, 61.6 
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sity and the University of Connecticut Law School 





as in nonmedical health, toiletry and sanitary items, is not an exclu 


sively professional enterprise. 

The somewhat loose and casual manner in which some control 
statutes are drawn and the assumption that certain terms used are self 
defining and have uniformly accepted meaning have also contributed 
to this situation. Further, the great increase in number of medicinal 
items that do not require prescription; the labeling requirements of 
full disclosure of content, conditions of use and of adequate caution 
and warning respecting use; and the discovery by nonpharmacal enter- 
prise that “there’s gold in them thar hills” in the sale of remedies, as 
well as of toiletries, have combined to create situations that have pro 
duced some interesting and, in at least one instance, startling results. 


Surely, it must be deemed something in the nature of unusual co 
incidence that the courts of Montana, Wisconsin, Michigan and New 
Jersey should have been called upon, within a period of less than a 
year, to decide four cases,‘ through all of which run a common denomi 
nator. This denominator may be summarized as one concerned with 
monopoly, free enterprise and lack of “public” representation on 
boards of pharmacy. 

In Pike v. Porter, review was sought of the refusal by the state 
board of pharmacy to grant an application for renewal of a store 
license. The petitioners® alleged: They operate the Superior Drug 


Store in Superior, Montana, which business had been started in 1914, 


‘Pike v. Porter, 253 Pac. (2d) 1055 Proprietary Association et al, v. Board of 
(Montana); State v. Wakeen, CCH FOOD Pharmacy of the State of New Jersey, 
DRUG COSMETIC LAW REPORTS CCH FOOD DRUG COSMETIC LAW RE- 
85,137, 263 Wis. 401, 57 N. W. (2d) 364: PORTS { 85,139, 27 N. J. Super. 204 
Wrigley Stores v. Michigan Board of * Petitioners are father and son 
Pharmacy, 336 Mich. 583, 59 N. W. (2d) 8: 
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purchased by them in 1925, and continuously since its inception has 
used that name which has thus become “an asset of the business and 
the property of the petitioners”; “at all times being properly licensed 
so to do,” they“ have continuously sold domestic remedies and house 
hold medicines of all descriptions to the general public”; neither of 
them is a registered pharmacist nor do they employ one; they do not 
“compound or dispense prescriptions, drugs, medicines, chemicals and 
[sic] poisons,” nor do they “conduct a pharmacy as defined by law,” 
or hold themselves out to be pharmacists, or “as the operators of a 
pharmacy.” 
Allegation of Violation of United States 
and Montana Constitutions 
They alleged further that they had applied to the Montana State 
Board of Pharmacy for renewal of their license, which application had 
been denied on the ground of the alleged unlawful use by them of the 
words “drug” and “drug store” in their business name; that this action 
by the board “will deprive petitioners of the established name of their 
business”; and that thereby they have been deprived of their property 
without due process of law and denied the equal protection of the law 
all in violation of the constitutions of Montana and of the United 
States. 
The board’s answer raised the issue squarely. Admitting that the 
petitioners had “for some years conducted a business under the name 


‘Superior Drug Store’ which “sold household remedies” and that the 


petitioners “did not compound prescriptions, drugs, medicines, chemi 


cals or poisons,” and denying that petitioners’ business “was a drug 
store” or “a drug business,” the board asserted that the statute in 
reliance upon which the application for the license had been refused: 

is a valid and constitutional exercise of the police power; that the same was 


enacted for the preservation of public health and safety and is reasonably designed 
to accomplish the purposes for which it was enacted. 


Blunt Assertion of Statute’s Invalidity 
This proceeding then, did not involve interpretation of terms used 

in a statute, application of a board rule or ascertainment of legislative 
intent. The petitioners asserted bluntly that the statute in reliance upon 
which the board here denied their application (which statute is clear in 
meaning) when applied to the facts here (and these facts were not 
in dispute) is invalid on constitutional grounds. 

* The excerpts from the ‘pleadings, and 2 
references thereto, are taken from the 
transcript on appeal, pp. 4-12 
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The pharmacy law of the state, enacted in 1939,’ some 25 years 
after petitioners’ business was started and 14 years after they had 


acquired it, declares it: 

unlawful for any person to carry on, conduct or transact a retail business 
under a name which contains as a part thereof, the words, “drugs,” “drug store,” 
“pharmacy,” “medicine,” “apothecary,” or “chemist shop,” or any abbreviation, 
translations, extension or variation thereof; or in any manner by advertisement 
circular or poster, sign or otherwise, describe or refer to the place of business 
conducted by such person by such term, abbreviations, translation, extension or 
variation unless the place so conducted is a pharmacy within the meaning of this 
act, and duly licensed as such and in charge of a registered pharmacist. [Sec- 
tion 66-1522, Revised Codes of Montana, 1947.] ° 

Another provision empowers the board to license: 

stores other than a pharmacy wherein may be sold ordinary household or 
medicinal drugs prepared in sealed packages or bottles by a manufacturer, quali- 
fied under the laws of the state wherein such manufacturer resides 
[Section 66-1508-15, Revised Codes of Montana, 1947.] 

Another states: 

nothing herein shall be construed to prevent any vendor from selling any 
patent or proprietary medicine in the original package when plainly labeled, nor 
such non medical articles as are usually sold by such vendors . . . . [Section 
66-1508-15, Revised Codes of Montana, 1947. ] 

Still another states: 

nothing in this act shall prevent the sale of common household preparations 
and other drugs, provided stores selling same are licensed under the terms of this 
act. [Section 66-1525, Revised Codes of Montana, 1947. ] 

The board is, as may be expected, authorized to: 

suspend, revoke or refuse to renew any store or pharmacy license 
when the store or pharmacy is conducted in violation of the provisions of this 
act... . [Section 66-1508(c), Revised Codes of Montana, 1947. ] 

The term “drugs,” it may be noted, is found in those sections 
(66-1508 and 66-1525, above) permitting sale in establishments other 
than a pharmacy, provided such are licensed. However, the statutory 
definition of the term is the classic one, as meaning: 

articles recognized in the U. S. Pharmacopeia . . . or Official National 
Formulary or articles intended for use in the diagnosis, cure, mitigation, treat 
ment or prevention of disease in man or other animals . . . . [Section 66-1502, 


Revised Codes of Montana, 1947.] 








™Ch. 175, “Session Laws of 1939, entitled Setting Forth Penalties for Violations’ 
‘Providing for the Comprehensive Regula- (now Sections 66-1501-1527 Revised Code of 
tion of the Practice of Pharmacy, and the Montana, 1947). This enactment amended 
Regulation of the Sale of Drugs, Medicine, certain sections, and repealed others, of 
Chemicals and Poisons; Providing for a Revised Codes of Montana, 1935. 
State Board of Pharmacy and Defining Its ’ The requirements for registration as a 
Powers and Duties and Investing It with pharmacist are: graduation from a regis- 
Power to Promulgate Regulations Within tered school of pharmacy: a minimum of 
This Act; Setting Forth the Requirements one year of practical experience; and 
for Registration and Licensing of Pharma- passing of the state board examination 
cists, Pharmacies, Drug Stores and Other (Sec. 66-1506, Revised Codes of Montana, 
Places; Defining Terms Used in the Act, 1947). 
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Petitioners had for years prior to 1939 been licensed under the 
prior statute, although concededly their store had never been in charge 
of a registered pharmacist. Their last-issued license was dated July 14, 
1948,” and expired June 30, 1949. 


The denial of petitioner’s application (which application, inci- 
dentally, had been sent to them by the board) was on the letterhead 
of an attorney in Helena, Montana, who signed himself “Attorney, 
Montana S/B/P.” This letter stated: 

Among other reasons for denying your application was the fact that the 
building where you conduct your operations has a sign advertising it as a drug 
store, which is contrary to the laws of the State of Montana, and the additional 
fact that your check, which I am returning, shows that you are advertising 
yourselves as the “Superior Drug Store,” contrary to the laws of the State of 
Montana.” 

The “other reasons” were nowhere disclosed, and at the trial peti- 
tioners testified that no other reason was ever assigned for the refusal. 


The petitioners conceded, under cross-examination, that they had 
been told six years before this that they should not use the name 
“Superior Drug Store” unless they employed a registered pharmacist. 
No explanation appears in the record for the repeated reissuance of 


the store license during the intervening years, nor why the situation 
had come to a head at this particular time. 


During the course of trial colloquy, counsel for the board made it 
clear that a store license would be issued if petitioners eliminated the 
word “drug” and stated: 


We believe that a drug store and pharmacy in the public mind means a place 
to buy a general line of pharmaceuticals. . .. It is our position that when a place 
is advertised as a pharmacy or a drug store, it warrants a degree of confidence 
which otherwise is not warranted... .” 





*CCPJ Montana State Board of Phar- 
macy License No. 1108: 


household or medicinal drugs prepared in 
sealed packages or bottles by a manufac- 


“Store License (This is not a Pharmacy 
License) 

“O. J. & E. O. Pike, Superior, Montana 

“Selves (owner) having made application 
in due form, in which Applicant agrees 
fully and promptly to comply with all ap- 
plicable laws of the State of Montana, and 
the lawful rules and regulations of the 
Montana State Board of Pharmacy govern- 
ing this application, applicant's business, 
and the sale of the permitted commodities, 
and applicant having agreed to surrender 
any license issued hereunder upon demand 
for surrender by the Board, in event of 
violation of law or regulation: Now O. J. 
& E. O. Pike the above named applicant, 
is hereby licensed to sell or vend ordinary 


turer qualified under the laws of the State 
wherein such manufacturer resides, at the 
aforesaid place of business 

‘This license expires June 30, 1949 
Issued July 14, 1948 

‘‘By order of the Montana State Board 
of Pharmacy, by Secretary. 

‘THIS LICENSE MUST BE PLAINLY 
DISPLAYED IN PLACE OF BUSINESS. 

‘“(SEAL) (THIS IS NOT A PHARMACY 
LICENSE).”’ 

” Transcript on appeal, p. 55 

™ Transcript on appeal, p. 81, a position 
sharply controverted in appellant's brief 
“Use of word ‘Drug’ Does not Induce 
Dangerous Reliance.”’ 


Date 
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The board never deviated from this position. The trial judge, 
however, probed more sharply, and succinctly stated : 
the question is whether the petitioners in this case . . . having used 
the word “drug” in their business for a period of twenty-five years—whether the 
state legislature has the power to enact a law prohibiting them from using that 
trade name.” 

Or, as he put it in his opinion: 

The exact question before the court is: Is Section 66-1522, RCM, 1947, a valid 
enactment of our state legislature if sought to be applied retroactively? [Italics 
supplied. ] ” : 

He answered “yes.” 

The supreme court widened the specific issue. “Can they [peti- 
tioners| be deprived of the use of the name ‘drug’ in advertising their 
business?” ** It answered “no.” Both courts applied the same under- 
lying criterion—preservation and protection of the public health and 
safety—and arrived at opposite conclusions. The operation, in the future, 
of the section presented no problem to the lower court; its great con 
cern was with its retrospective application. But the opinion of the 
higher court may be scrutinized in vain for the slightest awareness of 
this phase of the question, a somewhat remarkable situation in view 
of the fact it was argued in the briefs of counsel on both sides. This 
unlimited and sweeping condemnation of the statute imparts to this 
decision its unusual, if not almost incredible, character. 


Apparently, similar store licenses had been issued to grocery 
stores, tourist camps, hardware stores and restaurants. The articles 
that petitioners sold—and concerning their right to sell these articles, 
no question whatsoever was raised—included formaldehyde, cynogas. 
nose drops, inhalators, aspirin, Anacin, Bromo-seltzer, toothache 


drops, Ex-Lax, Feen-a-Mint, castor oil, gargles, liniment, liver pills 


and antihistamine preparations, as well as perfumes, toothpaste and 
shaving cream. One of the petitioners, in describing his business, 
testified they sold “household remedies and drugs, fountain supplies, 
paint, glass, candy and magazines . . . and general merchandise.” 


As indicated, no effort is made to deny to petitioners the right 
to continue selling articles of the type enumerated. No contention was 
made that such right existed, nor would it have been relevant if made. 
Nor was there any concern here with definitions, whether of drugs, 


patent and proprietary medicines, or of domestic and household rem 
” Transcript on appeal, p. 86. p. 1056. This court referred to ‘‘drug’’ as 
® Transcript on appeal, p. 36. a ‘“‘name"’ four times, and as a “word” 
™ Pike v. Porter, cited at footnote 4, at twice, apparently interchangeably 
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edies. Not involved in the slightest was any aspect of the lawful prac- 
tice of pharmacy. The issue was sharply pinpointed: May petitioners, 
under the facts here presented, use the word “drug” in their business 
name, and otherwise, to advertise their-business? To the trial court’s 
“no,” the state supreme court returned a decided “yes.” *® As indi- 
cated, the result reached turned on constitutional grounds, not on 
issues of legislative intent or meaning of statutes. 


The supreme court brusquely disposed of the situation by saying: 


we believe the means employed by the legislature, viz., the attempt to 
prevent the use of the name “drug” in its advertising [of the business] has no 
reasonable relation to the public health or safety but tends merely to create a 
monopoly in the sale of drugs. 

It attempts to give to registered pharmacists the right to sell the drugs in 
drug” in advertising and excludes that right 


question by the use of the word 
from every other person. It makes no requirement that the registered pharmacist 
who may use the name and sell the drugs make any analysis, inspection or ex 
amination of the drug to be passed on by him to the purchasing public 


Finally, the court said: 

There is nothing in the statutes that requires those who are authorized to 
use the name “drug” in advertising household remedies to in anywise protect 
the public or to give advice that would tend to promote their safety, health, o1 
welfare. The provision excluding those who are not registered pharmacists from 
the use of the word “drug” in advertising household drugs bears no reasonable 
relationship to the protection of human life, health or safety but merely dis 
criminates in favor of a certain class and is in consequence unconstitutional and 
invalid.” 

The higher court relied heavily upon Noel v. People ** as support 
for its discrimination conclusion. But that case was not in the slightest 
concerned with the question at bar in the Pike case, where, in the 
court’s own words, the issue was the right of plaintiffs to use the term 
“drug” in advertising their business. In the Illinois case the issue 
centered about the validity of a statute that conferred: 


. upon the board of pharmacy the power in their discretion, to issue permits 
empowering ... [the sale of] usual domestic remedies and proprietary medicines 
under such restrictions as the board may deem proper... .” [Italics supplied.]} 


It was characterized as an: 


arbitrary power . . . to say who shall and who shall not sell the usual 
domestic and proprietary remedies . . . and just exactly what they are allowed 
to sell [This] official discretion is unregulated, and .... No conditions ar« 


prescribed upon which the permit ... is to be issued 


That law, held the Illinois court: 


7 187 Ill. 587, 58 N. E. 616 (1900). 


™ The court divided, four to one. 
% Pike v. Porter, cited at footnote 4, at 
pp. 1056-1057 
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. makes an unjust discrimination .. . [for] the board... is not... governed 
by any fixed rules or regulations, but may be moved thereto only by its 
own caprice or favoritism.” 


‘Little wonder that such a law was declared invalid ! 


As a coup de grace the provision was condemned on the eminently 
sound ground that this “discretionary and arbitrary power” amounted 
“to a derogation by the legislature of its legislative functions” whereby 
“it has abdicated its own power upon the subject, and conferred such 
power upon the board of pharmacy, to be exercised according to the 
discretion of the board.” *® 

Finally, any remaining doubt of the alienage of Noel v. People to 
Pike v. Porter is conclusively removed by examination of that portion 
of the Noel opinion from which was lifted the quotation by the Mon- 
tana court.” That dealt with the Illinois provision that prohibited 
“any person to sell patent and proprietary medicines and domestic 
remedies at retail unless such person is a registered pharmacist,” a 
problem not involved in the Pike case. That, in the view of the Illinois 
court, constituted an obnoxious discrimination, consequently struck 


down.”! 


No Allusion to Issue at Bar in Pike v. Porter 
Need more be said? The Noel case may be searched in vain for 
even the slightest allusion to the issue at bar in the Montana case. 
Nothing in the Noel case is pertinent to this Montana decision, for, 


as already stated, no attack whatsoever was made upon the right of 
the Pikes to sell the articles they were selling. All that was attempted 
was to prevent them from selling under false pretenses. 


State v. Stephens,” also cited by the Montana court, is similarly 
far afield. Neither that decision itself nor any of those of other juris- 
dictions cited in a lengthy, well-reasoned opinion remotely touch upon 
the issue at bar in the Pike case. The concern in the Stephen case, as 
well as in the others cited therein, was with statutory provisions that 





1% Cited at footnote 17, at p. 618. 

” Cited at footnote 17, at p. 618. 

”<*The vice of the present pharmacy act 
is that it gives to the registered pharma- 
cists the exclusive privilege of selling these 
patent and proprietary medicines and rem- 
edies, and excludes all other persons from 
doing so, while at the same time it makes 
no requirement of such registered pharma- 
cists that they make any analysis, inspec- 
tion, or examination of the same. In this 
regard the act gives to registered pharma- 
cists a monopoly of the business of selling 


patent medicines, without in any manner 
protecting the public health. The public 
health is not protected by limiting these 
sales to registered pharmacists, who make 
no examination of what they sell."’ Pike 
v. Porter, cited at footnote 4, at p. 1056. 
21In what is generally regarded as a 
leading case, State v. Donaldson et al. 
(Hypophosphites and Borax cases), 41 
Minn. 74, 42 N. W. 781 (1889), this same 
issue was involved, and the Illinois court 
leaned heavily upon that earlier decision. 
22102 Mont. 414, 59 Pac. (2d) 54 (1936). 
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limited, or sought to limit, to registered pharmacists the retail sale of 
medicines, drugs and pharmaceutical preparations in manufacturers’ 
original packages. 


No Result Germane to Point in Question 

A diversity of result with respect thereto is disclosed. However, 
no result reached is germane to the point whether the term “drug,” 
or any of its synonyms or close relatives, may be used by a paint, 
hardware and grocery store. 

At the risk of laboring the point, another comment is apt. In the 
Stephens case the Montana Supreme Court had condemned the provi- 
sion restricting to pharmacists the retail sale of packaged medications 
in their original packages, upon another provision. To quote: 

Taking into consideration the fact that the law absolves druggists and 
pharmacists from all responsibility as to the purity, strength, and quality of 
drugs or medicines which are sold in the manufacturer's original packages, no 
justifiable reason exists for arriving at the conclusion that to limit the sale of such 
articles exclusively to druggists and pharmacists can in any way tend to protect 
and preserve the public health. Therefore, as to drugs and medicines which are 
sold in the manufacturer’s original packages and the sale of which is not specifi- 
cally prohibited by some other statute not mentioned in this opinion, we hold that 
the act is not a valid exercise of the police power, and hence is unconstitutional. 


Omission in 1939 Codification of Section 
on Which Stephens Case Was Based 

This is of more than mere academic interest. The lower court in 
the Pike trial pointed out that the 1939 codification of the Montana 
statutes had omitted that very section which constituted the raison 
d'etre for the Stephens case. Consequently, that discriminatory situa- 
tion no longer existed when Pike v. Porter arrived for determination 
and, thus, the basis of the decision in State v. Stephens had completely 
disappeared. Nor was the original issue there at all akin to that in the 
principal case. Thus, neither from the criterion of stare decisis, nor of 
factual relationship, does State v. Stephens belong in this decision. 

It should be noted, and emphatically, that the Pike decision is not 
based upon unlawful deprivation of plaintiffs’ use of their property. 
Had it been so founded, legislation of the “grandfather” type could 
exert a valid prospective force. But the court was unequivocal—the 
section “merely discriminates in favor of a certain class and is in 


consequence unconstitutional and invalid.” This is so because the 


2 Cited at footnote 22, at p. 58 of opinion. 
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provision excluding nonregistered persons “from the use of the word 
‘drug’ in advertising household drugs bears no reasonable relationship 
to the protection of human life, health or safety. - 

The lower court stated that it had been able to find: 

only three cases dealing directly with the question at issue herein—the right 
to the use of a trade name or symbol as a vested property right as affected by 
laws enacted . . . in virtue of the police power - 

Unfortunately, the Montana state court shied away from that 
statement of the issue and substituted its.own. Consequently, the 
precedent afforded by Halter v. State becomes irrelevant in view of the 
position taken by that court. However, other precedent concerning 
the issue as ultimately expressed by that court, is available. 


New York Case Discussed 


People v. Bernstein®® was a prosecution of a nonlicensed store 
proprietor for maintaining a sign on his store that included the words 
“drugs sundries.” The statute ** forbade any nonregistered person to: 


carry on, conduct, or transact business under a name which contains as a 
“drug store” or “pharmacy,” or 


’ 


part thereof the words “drugs,” “medicines,” 
similar terms or combinations of terms, or in any manner by advertisement, cir- 
cular, poster, sign or otherwise describe or refer to the place of business con 
ducted by such person or corporation by the terms “drugs,” “medicines,” “drug 
store” or “pharmacy” 


Violation was made a misdemeanor. 


Judgment of defendant’s conviction was affirmed. Just as in the 


Pike case, there was no charge that defendant had made unlawful 
sales. New York law listed commodities permitted to be sold by non 
licensed persons. The sole complaint against him was his use of the 
term “drug sundries” on his store sign, particularly the word “drug.” 
The court pithily remarked: 

The placing of the word “sundries” after the word “drug” does not save from 
the inhibition of the statute. [Pages 272-273.] 

* Pike v. Porter, cited at footnote 4, at 185 Ill. 133, 57 N. E. 41: People ez rel 
p. 1057. It may be pointed out that in so McPike v. Van de Carr, 178 N. Y. 425, 70 
stating this conclusion, the court slanted N. E. 965: and Halter v. State [Nebraska], 
the factual situation to accord with the 105 N. W. 298, aff'd 205 U. S. H. A closely 
decision reached. Earlier the court had related issue—deprivation of prior issued 
posed the issue to be whether the plain- license because of subsequent changed cri- 
tiffs can “. . . be deprived of the use of teria—was upheld in Rosenblatt v. Cali- 
the name ‘drag’ in advertising their busi- fornia State Board of Pharmacy, 158 Pac 
ness."" That is substantially different from (2d) 199 (1945) 
whether plaintiffs could use the word %*%237 App. Div. 270, 261 N. Y. S. 381 
“drug” in advertising ‘‘household drugs.”’ (1932). 

* Transcript on appeal, pp. 43-44. Appar- 7 Then Sec. 1355, Education Law of the 
ently this decision is not reported—un- State of New York—now, in substantially 
fortunately so, for it well repays reading. same content, in Art. 137, Sec. 6804, subd. 
The cases cited are Ruhstrat v. People, 3c, Education Law. 





JUDICIAL FANTASIA IN MONTANA PAGE 49 


Indeed, this attempted escape device actually boomeranged upon the 
defendant.” 


On the main issue, the court employed language that might well 
have been found useful by the Montana court: 


The statute and the related provisions in the article [of the education law] 
on “Pharmacy” are to be construed so as to evince a logical relationship to each 
other and to further the purpose of saving the public from being misled with 
respect to whether or not the store into which they are being invited is or is not 
a drug store. [Page 271.] 


The court went on: 


These provisions evince a purpose to permit the sale of those enumerated 
articles, usually found in drug stores, by persons who are not conducting drug 
stores or who have these goods for sale as an incident to the sale of other mer- 
chandise, provided they do not advertise the sale thereof under the term “drugs.” 
The seeming reason for denying the right to use the terms interdicted in section 
1355 to advertise these commodities for sale is to protect the public. When one 
buys such articles in a drug store conducted by a licensed person, the purchase 
is presumably had under a more skillful supervision than occurs when the pur- 
chase is made from an unlicensed person. The statute permits the sale by an 
unlicensed person under circumstances that protect the public from being misled 
as to presence or absence of benefits, if any, of which they might desire to avail 
themselves in making a purchase from a licensed person skilled in the handling 
of drugs, [Page 272.] 


Concluded the court, in language directly pertinent to the Pike 
situation : 


This unlicensed defendant violated section 1355 in his advertisement which 
used the word “drugs” in the phrase “drug sundries,” even though he be 
referring to articles which he is permitted to sell under the statute, but which 
statute limits his privilege to sell them by requiring him to avoid the use of the 
word “drug” so that the public may not be misled into thinking that he is a 
licensed pharmacist or druggist. The statute confines him to the advertising 
of the sale of these articles . . . by their individual names. [Pages 273-274.] ™ 


Respondents cited, and quoted briefly from, the Bernstein case in 
their brief before the supreme court. The argument fell upon deaf 
ears; nor did that court attempt any response to the similar reasoning 


of the lower court: *° 


That the terms “pharmacy” and “drug store” are generally used to denote 
the same thing is well supported by abundant authority. Hence any prospective 
purchaser going into a place of business advertised as a “drug store” has a right 
to assume that a registered pharmacist is in charge, just the same as he has a right 
to assume that a law office is in charge of a duly licensed lawyer, a dentist's office 








*% The court defined ‘“‘sundries’’ as mean- of advertising within the ban of the statute 
ing “‘miscellanies or various items which in a store conducted by an unlicensed 
may be considered together without being person. (P. 273 of opinion.) 
separated, specified or identified. The stat- *® Examination of the trial record dis- 
utory violation is made clearer by trans- closes that was virtually the position taken 
posing the words ‘drug sundries’."” They by the Montana board 
would then, in meaning, advertise ‘‘various *” Transcript on appeal, pp. 40-41 
miscellaneous unspecified drugs,’’ a form 
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in charge of a duly licensed dentist and that an office advertised as a doctor ot 
physician's office is in charge of a duly licensed physician. 

The prospective purchaser going into a place of business advertised as a 
“drug store” has a right to assume that a registered pharmacist is in charge, and 
that all drugs purchased, whether compounded from a prescription written by a 
physician, or contained in a sealed package, are purchased and sold under the 
supervision of « skilled pharmacist; and the purchaser has a right to reply on 
the skill of the pharmacist not only in the compounding of the drugs or medicine 
purchased by prescription, but he has the right to assume that the same skill and 
learning is exercised in the sele,tion of the drugs and medicines sold in sealed 
packages, and not any less in the latter than in the former; the fact that the 
sealed packages may be sold by a clerk can make no difference for the purchaser 
relies upon and pays for the skill of the pharmacist in the selection of the sealed 
packages and may assume that the establishment operating as a “drug store” 
would not have selected such sealed packages containing drugs or medicines and 
placed them on sale, unless the skill of the pharmacist had been exercised and used 
in determining the quality of the drugs sold in the sealed packages 

The gist of the matter is that the druggist is responsible for the ingredients 
of the drug in the sealed package just the same as he is responsible for the 
ingredients or the proper compounding of the prescription filled. Herein there 
is no limitation of the sale of drugs in sealed packages to the druggist. In fact, 
there is no limitation at all, neither is there any monopoly. All that the Section 
of the law attacked requires is that no one except a pharmacist or druggist shall 
advertise as a druggist.” 

Judicial support for this eminently sound reasoning was available 


closer than the East Coast. Stewart v. Robertson et al.,** cited by re 


spondents, but not argued, was concerned with a statutory provision 


reading : 

No business, or department thereof, shall be designated or advertised by 
using the words drug, drug store, drug shop, pharmacy, apothercary, dispensary, 
or drug department, or any combination of such titles or words or any title o1 
description of like import unless such business or department thereof, shall be in 
active personal charge of a pharmacist duly registered and licensed by the State 
Board of Pharmacy in accordance with the laws of this state.* 

Plaintiff notified the board that he intended to advertise a new 
store in which prescriptions would be compounded and “all merchan 
dise, drugs and medicines such as are commonly sold in a drug store” 
would be sold; that while he, personally, would fill the prescriptions 
brought to that store “as he visited it from time to time” he did not 
intend to keep a registered pharmacist there at any time. He con- 
tended that if the section were construed to prevent him from doing 
this, it was unconstitutional. 

The decision against him in the trial court was unanimously 
affirmed. Said the court: 

" Note the carefree distinction made: not The last paragraph quoted relates to the 
that such articles should not be sold in Stephens situation. (See footnote 22.) 
nondrug stores, but that they should not "45 Ariz. 143, 40 Pac. (2d) 979 (1935) 


be sold with the representation that they “ Cited at footnote 32, at p. 982. 
are being sold under professional auspices. 
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Taken into consideration with what we have previously said, we think the 
reasonable construction of this is that, if any business conducts a pharmacy, 
as a part thereof, dnd advertises such fact in the manner referred to by the statute, 
then such part of the business as comes within the term “pharmacy” must be in 
active personal charge of a registered pharmacist, as provided by law, but that the 
remainder of the business which does not attempt to sell, dispense, or compound 
the prohibited substances, as defimed in this opinion, need not be in charge of 
such a pharmacist.” 


Here, again, what was condemned was not sale by nonprofessional 


personnel, but advertising as a “pharmacy,” by use either of that word 


or of any well-known synonym. To that extent the situation presented 
is on all fours with the Montana case, and this court’s reasoning 1s 
far more realistic and convincing. 

More recently, in Commonwealth v. Black ** the Court of Appeals 
of Kentucky had much the same problem before it. There the statute 
prohibited any person from exhibiting the title “drug store” unless 
he is a licensed pharmacist or keeps one in charge of the establishment. 
On the building in which defendant's store was located was a sign con 
taining the words “drugs and drug store,” originally placed there by a 
corporation which had previously there conducted a licensed drug 
store. It ceased business and leased the store premises to defendant, 
individually doing business under the same trade name. He sold 
excepted drugs in his store but he was not a licensed pharmacist, nor 
did he have one in charge. 


Defendant disclaimed responsibility because he did not “maintain” 
the signs and, furthermore, the statute was not violated even by main 
tenance of such a sign at a store that sold excepted drugs. This section 
was the familiar one: “Nothing in this chapter shall apply to the sale 
of usual nonpoisonous domestic remedies, harmless drugs or medicines 
or patent or proprietary medicine in the original package by any 
store.” This exception, may it be noted, is broader than that in 


Montana, because no license of any sort was required. 


In reversing the decree below on behalf of plaintiff and directing 
a new trial, the court, after succinctly disposing of the naive non 
culpabilis argument of defendant, concisely and correctly concluded 
that the excepting language dealt only with the sale of such excepted 
remedies, and was not applicable to the maintenance of the drugstore 
sign. Here, again, it was the advertising that was interdicted. 

True, neither here nor in the Bernstein case, was a constitutional 
question specifically raised. However, both are clear-cut holdings sus 


“ Cited at footnote 32, at p. 984. “ 297 Ky. 832, 181 S. W. (2d) 415 (1944) 
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taining a statutory provision that restricts the use of the terms “drug 
store,” “pharmacy” or any of similar import, to an establishment that 


is actually such because it is so licensed and because trained, licensed, 


professional personnel are in charge. 

While Pike v. Porter was making its way through the courts, a 
Pennsylvania case of pertinence was being determined.** Defendant 
operated two stores—one a registered pharmacy, the other not. On 
the second store—among other commercial signs, and immediately 
below and running across the top of each of the large display windows 
—was a sign reading: “Welcome Rexall Drug Store, 9th and Penn” 
(the address of defendant's registered pharmacy). The statute for- 
bade, in the broadest terms, any use in any manner of the words “drug 
store,” “pharmacy,” “medicine store,” “medicine shop” or “drug shop,” 
unless the place of, business is a drugstore or pharmacy duly registered 
and authorized by the state board of pharmacy. 

Defendant's conviction was affirmed. The following is from the 
opinion : 

The ... section . . . prohibits, inter alia, describing or referring to a 
place of business by the term “drug store” or “pharmacy” unless such place 
of business is a drug store or pharmacy duly registered and authorized by the 
State Board of Pharmacy.” 

Continuing, the court stated : 


Although the Act contains penal provisions, it is remedial in nature, and it 
belongs to that class of legislation which has for its objective the protection 
of the health and safety of the public. It is important that the public should 
not be misled or deceived into believing a business is a licensed “drug store” 
when it is not legally qualified to sell drugs under the Act.™ 


Because of the nature of the defendant’s defense, here, too, a con- 
stitutional question was not specifically raised. Defendant admitted 
the power of the legislature to enact the statute, and there was no 
retrospective situation involved. His defense that the signs at the non- 
registered store constituted a valid advertisement of the registered 
store, and that these signs “do not refer to the . . . [unregistered 
store] as a ‘drug store’,” was completely thrown out. Citing People v 
Bernstein and Commonwealth v. Black, the court concluded : 


Appellant cannot evade both the spirit and the letter of the enactment by 

a hypercritical construction which ignores realities.” 
How could “realities” be ignored more than they were by the 
Montana court? From the viewpoint either of judicial precedent or of 
(Continued on page 64) 





ad Commonwealth v. Dimas, 170 Pa. Super. %* Cited at footnote 36, at p. 219. 
5, 84 Atl. (2d) 218 (1951). * Cited at footnote 36, at p. 219. 
*” Cited at footnote 36, at p. 219. 





Judicial, Administrative 


and Legislative Developments 


Significant Comments 


By THOMAS W. CHRISTOPHER 


Court Decisions 

Imitation Foods.—An important principle under Section 403(c) 
was enunciated in a decision rendered last June but just now generally 
available. The case involves a product which resembles ice-cream 
as to taste, color, appearance, texture and melting qualities, and which 
is appropriate for use for the same purposes as ice cream. The prod- 
uct contains the usual ingredients of ice cream in about the same pro 
portions, except that soy fat and soy protein are used in place of milk 
fat and milk protein. The label is truthful and clear, stating in promi 
nent letters that the product is not an ice cream, and also that it con- 
tains no milk or milk fat. The actual ingredients are clearly stated. 
It is sold in cartons similar in shape and size to those used for ice 
cream. The retail price is substantially lower than for ice cream. No 
information is given in the decision regarding the comparative nutri- 
tive values. 

Claimant maintains that he has a right to market the product, if 
he does so honestly, his argument boiling down in substance to the 
contention that the “distinctive name” provision is still valid except 
where a standard has been issued under Section 401. Thus, in con- 
trast to the government’s claim in the Jam case, claimant says that 
Section 403(c) applies only when there is a standard of identity. The 
court rejects this contention, holding that Section 403(c) is not con- 





“20, S. v. 651 Cases . . . Chil-Zert, 114 
F. Supp. 430 (DC N, Y., 1953). (No appeal 
was taken.) 
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trolled by Section 401 and that the present product must be labeled 
“imitation” to be marketed. It states that “imitation is tested not by 
the presence or absence of any one element of similarity, but rather by 
the effect of a composite of all such elements.” 

The decision contributes added clarification in the general area 
covered by Sections 403(c), 403(g) and 401. The Land O’Lakes 
Creameries* decision held that margarine need not be labeled as “imi 
tation butter,” but the situation there involved a standard of identity 
for margarine. The court wrote that Section 403(c) is independent of 
Section 401, and that even if margarine ordinarily would have to be 
labeled “imitation” under Section 403(c), such requirement would not 
apply here since there is a standard. The /am case,’ of course, involved 
a standard and the selling of a product which did not meet such 
standard. 


Misbranding.—The ettect of newspaper advertising on labeling 
requirements has been considered again.* Here a newspaper adver 
tisement appearing about the same time that a drug was offered for 
sale describes clinical tests in which sufferers from stomach ulcers 
showed improvement after using the drug. The labeling on the drug 
bears no reference to ulcers. The court rules that the labeling fails 
to bear adequate directions for use under Section 502(f)(1). 


The Kordel® and Urbeteit® decisions establish the principle that 
literature which is shipped at different times from the drug itself is 
still part of the labeling. The Alberty® decision deals with a similar 
proposition, but in reverse, where the claimant seeks to have news 
paper advertisement considered as a part of the labeling; the court 
holds not that such advertisements are not part of the labeling, as 
some have thought, but that the advertisements are not sufficient to 
provide legally adequate labeling. The present decision follows the 
reasoning, or a variation thereof, of the Alberty holding. 


If a newspaper advertisement ts a part of the labeling for purposes 
of condemning the product, it certainly would be a part when it would 
aid the legality of the product. But the true test is not whether it is 
a part of the labeling, but rather whether the labeling is sufficient. The 


2 Land O’Lakes Creameries, Inc. v. Mce- ‘U. 8. v. 38 Dozen Bottles . . . Tryptacin, 
Nutt, 132 F. (2d) 653 (CCA-8, 1943). CCH FOOD DRUG COSMETIC LAW RE- 

§62 Cases... Jam v. U. 8.,CCH FOOD PORTS { 7264 (Minn., 1953). 
DRUG COSMETIC LAW REPORTS { 7193, * Kordel v. U. 8., 335 U. S. 345 (1948) 
340 U. S. 593 (1951). See also FTC v. Good- *U. 8. v. Urbeteit, 335 U. S. 355 (1948). 
Grape Company, CCH TRADE REGULA- ' Alberty ...v. U. 8., CCH FOOD DRUG 
TION REPORTS (Supp. Vol. V) 5574, COSMETIC LAW REPORTS { 7182, 185 F. 
45 F. (2d) 70 (CCA-6, 1930). (2d) 321 (1950). 
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Alberty case holds that stating in a newspaper what a product is good 
for is too remote from the bottle. The present decision holds that 
what one says in the newspaper advertisement may regulate or affect 
what must be said close to the bottle, thus on the label or immediate 
labeling. In neither case is it necessary to hold that the advertisement 
is or is not a part of the labeling, nor is the answer to such question 
really material. Whether or not it is part of the labeling, the drugs 
are misbranded under Section 502(f)(1). 


Fair Trade—The supporters of the “nonsigners’” clause of the 
fair trade statutes have emerged victorious in the recent case of Schweg 
mann Brothers v. Eli Lilly & Company. By a vote of two to one, the 
Fifth Circuit upheld the Louisiana Fair Trade Act's nonsigner pro- 
visions,* and on October 19, the Supreme Court refused certiorari." 
Of course, this refusal of certiorari does not mean that the court neces 
sarily agrees with the Fifth Circuit, but only that they will not hear 
the case—so the matter may arise again. 


Administrative Action 


Food and Drug Administration —The announcement by the FDA 
that it will use the search-warrant procedure in the event papers 


deemed necessary to certain inspections are withheld indicates again 
that these officials are anxious to cooperate with industry. It was 
apparent in the hearings on the inspection amendment that many were 


concerned about the scope of the search of the inspectors, and favored 
giving only what could be had through a search warrant. Such a pro 
cedure may be a wise one in that it may result in greater support for 
the law. A possible objection is that a criminal-law device is injected 
into food and drug inspection, since the warrant is usually thought of 
in connection with criminal matters. One of the contributions which 
the Food and Drug Act has made to our jurisprudence has been its 
effectiveness in prevention and in securing voluntary compliance. 
There is a vast difference between the psychological reaction to a man 
éntering to inspect under an administrative statute and one doing so 
under a court-given search warrant. All businesses are accustomed 
to inspections of one sort or another, but only criminals are accus- 
tomed to search warrants—so, for what it is worth, I suggest that the 
wisdom of using such a device deserves careful scrutiny. 


CCH TRADE REGULATION REPORTS 
7,516, 205 F. (2d) 788 (CA-5, 1953) 
* 74S. Ct. 71 (1953) 








CANADIAN LAW 
AND COMMENT 


By R. E. CURRAN 


[Editor’s Note: This excellent initial contribution by the legal ad- 
viser, Canadian Department of National Health and Welfare (which 
administers the Canadian Food and Drugs Act), begins a new plan of 
authoritative comments on Canada’s laws. It is believed that the series 
will be extremely helpful to those who have interest in that food and 
drug law. Mr. Curran is the author of the latest Food Law Institute 
book, Canada’s Food and Drug Laws.| 


N THE FIRST OF A SERIES of quarterly articles on legislative 
] changes and developments in Canadian food and drug law, it is 
perhaps opportune to say something of the division in Canada of the 
legislative responsibilities with respect to that law. 

In using the phrase “food and drug law,” reference is made only 
to such laws at either the federal or the provincial level as affecting 
the manufacture, distribution, sale and consumption of foods, drugs, 
cosmetics and therapeutic devices. Laws which relate wholly to pri- 
mary production, import and export, and revenue, including price- 
support programs, would not logically come within the scope of the 
subject and therefore will not be included in any references to be 
made to developments in this field. 

The division of responsibilities is not as precise and, in some 
instances, as logical as one would wish. Each statute, therefore, needs 
to be examined in the light of its subject, what it is intended to 
accomplish and whether it is a legitimate exercise for that purpose of 
an authority at either the federal or the provincial level. 

Section 91 of the British North America Act gives to the Parlia- 
ment of Canada authority to make laws for the “Peace, Order and 
Good Government of Canada” in relation to all matters which are not 
assigned exclusively to the legislatures of the provinces. For greater 
certainty the section then goes on to enumerate some 29 classes of 
subjects which are deemed to be wholly within federal jurisdiction. 
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The bulk of federal food and drug enactments accordingly derive their 
legislative authority from the subjects of criminal law and the regula- 
tion of trade and commerce which, in turn, come within the ambit of 
“Peace, Order and Good Government.” 

Section 92 of the British North America Act assigns to the legis- 
latures of the provinces exclusive authority covering some 16 classes 
of subjects, including property and civil rights in the provinces, It is 
under this authority that the bulk of provincial food and drug enact- 
ments will find validity. 

Section 95 gives to each province jurisdiction to make laws ‘in 
relation to agriculture in the province and this concurrently with 
federal enactments, with the proviso, however, that in the event of 
repugnancy between a provincial enactment and a federal enactment, 
the latter should prevail. 

This perhaps oversimplification of the constitutional division of 
authority in Canada is set forth by way of general explanation of the 
foundation on which both federal and provincial food and drug laws 
must rest. It therefore follows that a law in one sense can be wholly 
a matter of property and civil rights, and within the exclusive com- 
petency of a province, while, on the other hand, the subject thereof 
could be wholly a matter of criminal law and within exclusive author- 
ity of the federal government. The result of the judicial decisions on 
the interpretation of conflicting laws and the interpretation to be given 
to the sections which are mentioned, are possibly best expressed in 
the following quotation from the decision of the Judicial Committee of 
the Privy Council in /n Re Fisheries Act 1914, [1930] 1 D. L. R. 194, 


at page 196, where Lord Tomlin says: 


Questions of conflict between the jurisdiction of the Parliament of the 
Dominion and provincial jurisdiction have frequently come before their Lordships’ 
Board, and as the result of the decisions of the Board the following propositions 


may be stated: 

(1) The legislation of the Parliament of the Dominion, so long as it strictly 
relates to subjects of legislation expressly enumerated in s. 91, is of paramount 
authority even though it trenches upon matters assigned to the provincial legisla 
ture by s. 92 (see Tennant v Union Bk. [1894] A. C. 31) 

(2) The general power of legislation conferred upon the Parliament of the 
Dominion by s. 91 of the Act in supplement of the power to legislate upon the 
subjects expressly enumerated must be strictly confined to such matters as are 
unquestionably of national interest and importance, and must not trench on any 
of the subjects enumerated in s. 92 as within the scope of provincial legislation 
unless these matters have attained such dimensions as to affect the body politic 
of the Dominion (see A. G. Ont. v. A. G. Dom., [1896] A. C. 348) 

(3) It is within the competence of the Dominion Parliament to provide for 
matters which, though otherwise within the legislative competence of the provin 


/ 
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cial legislature, are necessarily incidental to effective legislation by the Parliament 
of the Dominion upon a subject of legislation expressly enumerated in s. 91 (se¢ 
A. G. Ont. v. A. G. Can. (the Assignments & Preferences Case) [1894] A. C 
189 and A. G. Ont. v. A. G Dom, [1896] A. C. 348). 

(4) There can be a domain in which provincial and Dominion legislation may 
overlap in which case neither legislation will be ultra vires if the field is clear, 
but if the field is not clear and the two legislations meet the Dominion legislation 
must prevail (see G. T. R. v. A. G. Can. [1907] A. C. 65).’ 

Turning now to the practical application of the legislative respon 
sibilities, there are the following federal statutes in this field: Canada 
Dairy Products Act, Food and Drugs Act, Fruit, Vegetables and 
Honey Act, Live Stock and Live Stock Products Act, Maple Products 
Industry Act, Meat and Canned Foods Act, and Proprietary or Patent 
Medicine Act. Insofar as provincial law is concerned, because of vari 
ation in subject matter and nomenclature they car perhaps be best 
referred to under subject headings. 

The following are the subject headings covering provincial legis 
lation in this field, with a brief explanatory note as to scope and extent. 
The legislation may be in a single act or it may be in two or more 
acts, each dealing with a particular branch of the subject: 


Dairy Legislation —This legislation is concerned with the produc 
tion and distribution of fluid milk in the urban centers, and the 
licensing, inspection and operation of creameries, dairies and establish 
ments for the production of dairy products, including ice cream, butter, 


cheese and related products. 


Fruit and Vegetables Legislation —This legislation is concerned 
with inspection and grade standards for fruits and vegetables in the 
province. 

Livestock Products Legislation —This legislation is concerned with 
the inspection, grading and marketing of livestock and livestock prod 
ucts in the province. 


Vargarine Legislation —Each of the provinces has special legisla 
tion concerned with margarine. The Provinees of Quebec and Prince 
Edward Island prohibit the manufacture and sale of margarine. Each 
of the other provinces makes provision for the constituents of mar 
garine, the levels of vitamin fortification, and the question of color 


by either prohibiting it entirely or permitting it, as do Newfoundland 


and British Columbia. 


1See also Curran, Canada’s Food and 
Drug Laws (1953) 





CANADIAN LAW AND COM MENT PAGE 59 


Health Legislation —This legislation is concerned with matters of 
sanitation in food plants, bakeries, slaughterhouses, etc., and is usually 
operative through regulations made under the authority of the provin- 
cial health acts. 

Pharmacy Legislation.—This legislation is concerned with qualifi 
cations for pharmaceutical chemists, and the operation of colleges and 
schools of pharmacy, as well 1s with the licensing of pharmaceutical 
chemists, the operation of drugstores and the sale of drugs in the 
province. 

In terms of the legislative season—if one may use such an expres 
sion—the federal parliament normally sits from sometime in Novem 
ber until the following July or August, with short break-off periods 
at Christmas and at Easter. Legislation may be enacted at any time 
that the parliament is sitting. In the speech from the throne at the 
opening of the sittings of parliament, the governor general, in explain 
ing the foreseeable program for parliament, makes reference to the 
measures which will be introduced during the session. There ts thus 
some early indication of whether a law pertaining to the subject of 
food and drugs will be introduced during a session of parliament even 
though the time when it will be introduced and passed cannot be 
predicted. 

Insofar as the provinces are concerned, the sittings normally com 
mence shortly after the beginning of the year and end prior to spring 
break-up. It is unusual for provincial legislatures to be in session 


during the late spring, summer or early fall. 


New Food and Drugs Act 
\t the federal level, the most recent significant legislative change 
to report is the passage in April, 1953, of a new food and drugs act, 


the text of which has already been published in the December issue of 


the JourNAL. This legislation warrants some comment in that it rep 


resents an entirely new approach to the subject of food and drug law 
as it would be contained tn such an act.’ 

The act is intended to protect the public against health hazards 
and from fraud and, therefore, rests wholly on the basis of the federal 
authority in the field of criminal law. An examination of its provisions 
indicates that it is a criminal law enactment in its widest sense. As 

See Revision of Canadian Food and Canadian Food and Drugs Act 8 FOOD 
Drugs Act."’ 7 FOOD DRUG COSMETIC DRUG COSMETIC LAW JOURNAL 570 


LAW JOURNAL 711 (November, 1952) (September, 1953) 
Administrative Aspects of the New 
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such, it would, of course, take precedence over any provincial enact- 


ment that should be in conflict with it. 


The purpose of introducing a new act, together with certain of 


the matters which it seeks to accomplish, are set out in the explana- 
tory notes which accompanied the introduction of the bill into the 
senate of Canada in the fall of 1952. This portion of the explanatory 
notes is accordingly reproduced hereunder : 

The purpose of this Bill is to revise and consolidate the Food and Drugs Act 
(R. S., 1927, c. 76, as amended); to remove certain anomalies and to make more 
specific provision for certain matters to recognize modern trade and manufac- 
turing practices. 

The Bill provides a more orderly approach to the subject matter of the 
legislation in dealing individually with foods, drugs, cosmetics and devices, and 
with recognition in the case of each of the matters and characteristics peculiar 
or relevant thereto. 


Apart from the rearrangement of the provisions of the Act and the removal 
of certain anomalies therefrom the Bili also makes specific provision for certain 
matters not contained in the present Act. Amongst these are— 


(i) the keeping of records by manufacturers and others in addition to those 
who are presently required to keep records respecting biological preparations, as 
may be necessary for the purposes of the Act; 

(ii) the prohibition of the sale of an article that has been manufactured, 
packaged or stored in an unsanitary place or under unsanitary conditions; 

(iii) a means of judicial as well as administrative determination for forfeiture 
to the Crown of foods, drugs, cosmetics or devices which are in violation of 
the Act, and 

(iv) certain enforcement changes, including an increase in penalties, the 
provision of trial of offences upon indictment as well as by summary convic- 
tion procedure. 

An important feature of Canadian legislation lies in the use of 
regulations to give administrative breath to the body of the statute.® 
The food and drugs act is no exception to this and indeed relies as 
much—-if not more—on the flexibility of regulations as does any other 
federal enactment. 

The procedure employed in the Food and Drug Division of the 
Department of National Health and Welfare in connection with the 
making or revising of regulations has been from time to time explained 
in discussions, as well as in articles which have been published in pre 
vious issues of the JourNAL. It is accordingly unnecessary in this 
article to make any detailed reference to this procedure. 





*See ‘“‘Canada’s Food and Drug Regula- 
tions,"” 4 FOOD DRUG COSMETIC LAW 
QUARTERLY 391 (September, 1949). 
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All of the present food and drug regulations are in process of revi- 
sion, with two purposes in mind. The first of these relates to conse- 
quential changes made necessary by new or amended provisions in 
the new food and drugs act. The second is the utilization of the 
review to re-examine in terms of subject matter and of function all 
of the regulations. Insofar as the first is concerned, the revision is 
one of rearrangement of subject matter and of thinking rather than 
of basic change. The regulations under this as they relate to stand- 
ards and to labeling, will be altered in form and appearance rather 
than in substance. As to the second, regard is had to each of the regu- 
lations in terms of the necessity for whatever regulatory control it 
provides and whether or not the regulation is in all respects effective 
for such purpose. Clarification of language, with the possibility of 
dropping regulations which have but a limited need or value is also 
an objective. 

The result of the revision in terms of the two purposes, is expected 
to produce regulations that will be wholly integrated with the provi- 
sions of the new act and will also be streamlined and modernized in 
terms of present-day needs so as to form a useful working agent of 
the act which they implement. 

When the regulations are so revised, they will respectively be 
submitted to the trade associations and other groups that are affected 
by them. Proposals made on the basis of such an examination will be 
given consideration and will be reflected so far as possible in the final 
regulations which will be submitted to the Governor General in Coun- 
cil for enactment under the authority of the new food and drugs act. 

The new food and drugs act, as has been seen from its provisions, 
is to come into force on proclamation. It is expected that it will be 
proclaimed as of July 1, 1954, with the revised regulations coming 
into force simultaneously. 


Provincial Legislation 

At the provincial level, the most recent significant change which 
has taken place is in dairy legislation. The majority of the provinces 
have enacted restrictive legislation on what are called imitation dairy 
products. Thus the Provinces of Nova Scotia, New Brunswick, On- 
tario, Manitoba and Alberta have all enacted amendments to their 
dairy legislation to prohibit the manufacture or sale of imitation dairy 
products—“imitation dairy product” being generally defined to mean a 
food substance for human consumption that resembles or is an imita- 
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tion of a dairy product and is manufactured wholly or in part from 
any fat or oil other than that of milk; nut butters and margarine being 
of course excluded from the prohibition. 

The Province of Quebec, which does not permit the manufacture 
and sale of margarine therein, is at the present time in the process 
of enacting restrictive legislation respecting the use of fats other than 
milk fat in ice cream and cheese. 

The purpose of these amendments is obviously intended to pro 
tect the dairy industry against the ever-increasing threat of competi 
tion from products made wholly or in part from vegetable oil and 
intended to resemble or to replace products made from butterfat. It 
would be difficult to identify this class of legislation with any health 
factors. Fraud or deception are, of course, factors that presumably 
can be adequately met through labeling, packaging and merchandising 
laws. The intent of the legislation in its widest prohibitory aspects 
must therefore be considered to be economic. It remains to be seen 
in the various provinces that have enacted this class of legislation 
whether the position which it takes will continue to be supported, 
whether the legislation may be attacked in the courts or whether, on 
other grounds, attempts will be made to circumvent it or even to create 
sufficient public demand for its relaxation or repeal. 

In the spring of 1953, the Province of Quebec enacted an amend 
ment to its pharmacy act which may be of some interest. The effect 
of the change is to prohibit the use of various designations by per 
sons who are not authorized to operate pharmacies and to prohibit 
the sale of pharmaceutical products to other than qualified and licensed 
pharmaceutical chemists. Save as to a number of common prepara 
tions generally merchandised in grocery and other outlets, manufac 
turers and wholesalers may not supply drugs or poisons to other than 
pharmacists, physicians, dentists, veterinarians and hospitals. The 
exempted substances include such things as alum, bicarbonate of soda, 
borax, castor oil, cod liver oil and acetylsalicylic acid, under whatever 
patent or proprietary names they may be sold. 

The above briefly summarizes the significant legislative changes 
of recent enactment in the field of food and drugs. In concluding the 


first of these quarterly “Canadian Law and Comments,” it may be of 


interest to say something of a series of prosecutions which have 
recently been concluded by the Department of National Health and 


Welfare involving the sale of adulterated butter 
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Sale of Adulterated Butter 


Butter, as established at the federal level through the Canada 


Dairy Products Act, as well as under the food and drugs act, may not 
contain a fat other than that of milk. The fat content must represent 
not less than 80 per cent by weight: moisture is permitted up to 16 
per cent; and the balance is required to consist of other milk solids, 
with salt and color permitted. The food and drugs act also establishes 
certain technical tests for fat determination and for detecting the pres 
ence of foreign fats. The addition of excess moisture or foreign fats 
to butter has for a long time offered a temptation to unscrupulous 
manufacturers to increase the rather narrow profit range within which 
they are required to operate. ‘ 

While the detection of additional moisture is simple, the detec 
tion of animal or vegetable fats within certain limits has been next to 
impossible to prove beyond doubt. There has been, of course, a great 
deal of scientific work done in this field. This has established bases 
for suspicion of the addition of fats, but it has been considered to be 
short of conclusive thereof, 

Perhaps anticipating that scientific work would not be capable of 
proving the addition of foreign fats, a certain few butter manufactur 
ers took advantage of the situation by adding small quantities of vege 
table oils to the butter which they produced. Rumors were received 
respecting this practice, but short of catching the manufacturer in the 
act of adding foreign oils, it was impossible to prove the adulteration 


Work done by Dr. J. H. Mahon of the Food and Drug Division 


of the Department of National Health and Welfare eventually pro 


vided a method of detection in butterfat of tocopherol in amounts 
greater than would normally be present therein. The presence of toco 
pherol, therefore, could be accounted for only as an additive in its pure 
state, which would be economically absurd, or by the addition of a 
substance which itself is high in tocopherol values. Vegetable oils are 
such substances, and work done with vegetable oils established a table 
of values from which, through the amount of tocopherol found, it 
became possible to determine with accuracy the percentage addition of 
vegetable oil. Analyses of quantities of butter were found by this 
method to be adulterated and were accordingly placed under seizure 
with charges laid against the manufacturers. The investigation wholly 
supported the scientific findings in the department. If anything fur 


ther were needed to corroborate the scientific soundness of the work, 
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this was provided in the fact that at the time of writing, in all cases 
where charges have been laid pleas of guilty have been entered. To 
place the matter beyond question, the standard for butter under the 
food and drugs act was duly amended to fix a maximum tocopherol 
content which, of course, would recognize adequately the limits of 


what might normally be found. 


| JUDICIAL FANTASIA IN MONTANA—Continued from page 52 | 


principle, it is impossible to find merit in its conclusion. So far as the 
decision itself be concerned, nothing now would seem to prevent any 
kind of establishment in the State of Montana that wants to sell the 
excepted items from calling itself a “pharmacy” or an “apothecary,” as 
well as a “drug store.” The ridiculous situations that readily occur to 
the mind as thereby possible would be merely ludicrous were it not 
for the serious community consequences likely to ensue. 


Normal Reaction to Denomination of ‘‘Drugstore,”’ 
“Pharmacy,” “‘Apothecary” 


True, as most drug stores and pharmacies are today conducted, 
the nonprofessional aspect is submerged, when measured by dollar 
volume and utilization of space. Nevertheless the fact remains, indubi 
tably and unequivocally clear, that the normal reaction of one entering 
an establishment denominated as a “drugstore,” “pharmacy” or 
“apothecary,” for purchase of a remedy, is that he is about to deal with 
an establishment that observes and complies with certain basic require 
ments, and that is operated by personnel who similarly observe and 
comply with certain basic scientific, education and professional stand 
ards. 

It is no answer to say that this reaction may not be definitively 
ascertained as a matter of fact. However, general experience, normal 
reaction and, indeed, basic common sense, all point inevitably to the 
conclusion suggested—a conclusion buttressed by influential and per 
suasive judicial opinion. 

So far as has been ascertained, this decision is sui generis. Just as 
it has no pride of ancestry, may it be devoutly hoped that it may sim 


ilarly spawn no posterity. [The End] 
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